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PART I 



HIGHLIGHTS OF THIS ISSUE 

This listing does not affect the legal status 
of any document published In this issue. Detailed 
table of contents appears Inside. 

TV PRIME TIME—FCC considers operation of. and pos- 
sible changes in the access rule; effective 9-8-75 

BUSINESS AND INDUSTRIAL LOANS—USDA/FmHA pro¬ 
hibits guaranteed loan funds to certain individuals; 

effective 5-27-75 .. .-. .. 

FREEDOM OF INFORMATION— 

CRC revises regulations on request procedures, re¬ 
sponse standards, and time limitations on action 

on requests --... ---- - 

CSC proposes establishment and maintenance of per¬ 
sonnel record systems; comments by 6-27—75 
VETERANS EDUCATION—VA proposes guidelines for 
determining satisfactory progress, conduct, and enroll¬ 
ment for accredited and non accredited courses; 

comments by 6-26-75 .— .. . 

MEETINGS— 

Interior/NPS: Appalachian National Scenic Trail Ad¬ 
visory Council, 6-20-75 ..... . 

USOA/FS; White Mountain National Forest Advisory 

Committee, 6-16-75 .. 

DoT/NHTSA: National Motor Vehicle Safety Advisory 

Council, 6-10-75 ... 

FCC; World Administrative Radio Conference, Land 

Mobile Working Group. 6-4-75 —..► 

DoD: Defense Industry Advisory Group in Europe, 6- 

17-75 .... 

Defense Manpower Commission, 6-13 and 6-20-75 
Administrative Conference of the U.S., 6-5-75 

RESCHEDULED MEETING— 

NRC: Advisory Committee on Reactor Safeguards Sub* 
committee on Emergency Core Cooling Systems, 
6-18-75 .. 


22836 

22824 

22833 

22842 

22849 

22853 

22856 

22874 

22880 

22851 

22876 

22893 

22888 


CANCELLED MEETING— 

Interior/BLM: Coeur d'Alene District Multiple Use 

Advisory Board, 5-29-75 .. . 22853 


PART II: 

ADMINISTRATIVE PRACTICES AND PROCE¬ 
DURES—HEW/FDA publishes regulations; 
effective 7-28 and 11-27-75 ___ 22949 

PART III: 

AIRWORTHINESS REVIEW PROGRAM—DOT/FAA 
proposal on equipment and system; comments 


by 8-25-75- 

PART IV: 

DRUG TREATMENT—Special Action Office for 
Drug Abuse Prevention publishes regulations on 
Federal funding for central intake units; effective 
5-27-75 


23047 


23061 



















reminders 

(The item* in this list were editorially compiled as an aid to Federal Register users. Inclusion or exclusion from this list has no 
legal significance. Since this list Is Intended as a reminder. It does not include effective dates that occur within 14 days of publication ) 

Rules Going Into Effect Today 

HEW/SSA—Federal health insurance for 
the aged and disabled; supplementary 

medical insurance benefits. 18165; 

4-25-75 

DOT/NHTSA—Federal motor vehicle safety 
standards; protection from steering 

control system . 17992; 4-24-75 

EPA—Rubber processing point source 
category; tire and synthetic segment. 

18172; 4-25-75 
List of Public Laws 

NOTE: No acts approved by the Presi¬ 
dent were received by the Office of the 
Federal Register for inclusion In today's 
LIST OF PUBLIC LAWS. 



ATTENTION: Questions, corrections, or requests for information regarding the contents of this issue only may 
be made by dialing 202-523-5284. For information on obtaining extra copies, please call 202-523-5240. 

To obtain advance information from recorded highlights of selected documents to appear in the next issue, 
dial 202-523-5022. 




Published dally. Monday through Friday (no publication on Saturdays. Sundays, or on official Federal 
holidays), by the Office of the Federal Register, National Archives and Records Service. General Services 
Administration. Washington, DC. 20408, under the Federal Register Act (40 8tat. 600, aa amended; 44 V&C. 
Ch. 16) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution 
Is made only by the Superintendent of Documents, UJ3. Government Printing Office, Washington, D.C. 20402. 


The Federal Register provides a uniform system for making available to the public regulations and legal notices Issued 
by Federal agencies. These lncludo Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agrtu 
documents of public interest. 


The Federal Register will be furnished by mall to subscribers, free of postage, for $6.00 per month or $45 per year, payable 
in advance. The charge for Individual copies Is 76 cents for each Issue, or 75 cents for each group of pages as actually bounfl 
Remit check or money order, made payable to the Superintendent of Documents, 08. Government Printing Office, WiinlfiE * 
DO. 20402. 

There are no restrictions on the republlcatlon of material appearing In the Federal Register. 
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rules and regulations 


This lection of the FEDERAL REGISTER contains regulatory document! having general applicability and legal effect most of which are 
keyed to and codified In the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL 
REGISTER issue of each month. 


Title 7— Agriculture 

CHAPTER IV—FEDERAL CROP INSUR¬ 
ANCE CORPORATION, DEPARTMENT Of 

AGRICULTURE 

(Arndt. No. 07] 

PART 401—FEDERAL CROP INSURANCE 

Subpart—Regulations for the 1969 and 
Succeeding Crop Years 

Sugar Busts. Caut. 

Pursuant to the authority contained In 
the Federal Crop Insurance Act, as 
amended* I 401.149 of the Federal Crop 
Insurance Corporation Regulations con¬ 
tained in 7 CFR, Part 401, Is revised ef¬ 
fective beginning with the 1976 Crop 
Year to read as follows: 

§ 101.1-19 T7«r Sugar Bret I ndorsement 
(Applicable only in Califomia) for 
the 1976 and Surereding Crop Years* 

Tlx© provisions of tha Sugar Beet Endorse¬ 
ment < Applicable only In California) for the 
1076 and Succeeding Crop Years arc aa fol¬ 
lows: 

1. Insured crop. The crop Insured shall be 
sugar beets grown under a contract with a 
processor for processing as sugar. Item (1) 
of the second sentence of subsection 2(c) of 
the policy shall not be applicable to sugar 
beets. 

Insurance shall not attach or be considered 
to have attached to any acreage (1) excluded 
from the processor contract for. or during, 
tho crop year, and (2) unless otherwise pro- 
tided on the county actuarial table, planted 
to sugar beets the two preceding crop yearn. 

2. Production guarantee s. The applicable 
production guarantees In tons per acre shall 
be those shown on the county actuarial table 
(hereinafter called •‘actuarial table") and 
*rc progressive as follows: 

(1) The Pint Stage—from planting until 
thinning or 90 days after planting, which¬ 
ever occurs first, and to any acreage that the 
Corporation determines was damaged in this 
stage to the extent that growers in the area 
usually would not further care for the crop. 

(2) The Second Stage— from thinning or 
the 91st day after planting, whichever occurs 
first, until 15 percent of the per acre produc¬ 
tion guarantee for tho third stage has been 
harvested. 

(3) The Third Stage —after 15 percent of 
the per acre production guarantee for this 
«tage has been harvested. 

The stage of production applicable In any 
case shall not be determined to be the same 
for an entire Insurance unit un le —e the en¬ 
ure unit meets the requirements for the 
same stage. When the entire unit docs not 
meet the requirements for the same stage. 

•tage. of production shall be detenured 
for the various portions of the unit, 

3. Acreage insured. Notwithstanding the 
provisions of section 2 of the policy, upon 
acceptance by the Corporation of an appli¬ 
cation for sugar beet Insurance the acreage 
Insured shall be (a) all insurable acreage 
planted after the filing of the application 
*ad (b) any acreage planted before the fil¬ 


ing of the application, or reinstatement re¬ 
quest. that Is Inspected by the Corporation 
after a normal stand has been obtained and 
designated In wrlUng as approved by the 
Corporation for Insurance for the crop year. 

4. Insurance period. Insurance on any In¬ 
sured acreage shall attach or be considered 
to have attached at the time the sugar beets 
are planted and shall cease upon the earlier 
of (a) harvesting or (b) July 15 for Imperial 
County or the last day of the 12th calendar 
month after planting of the acreage for all 
other counties, unless a written request from 
the Insured for an extension of the insur¬ 
ance period Is received prior to such date and 
Is approved by tho Corporation. 

ft. Claims for loss, (a) Any claim tor loss 
on an Insurance unit (hereinafter called 
"unit") must be submitted to the Corpora¬ 
tion on a form prescribed by the Corporation, 
no later than 00 days after the applicable 
calendar date for the end of the Insurance 
period (see section 4 above). The Corporation 
reserves the right to provide additional time 
If it determines that circumstances beyond 
the control of either party prevent compli¬ 
ance with this provision. 

(b) It Is the responsibility of the Insured 
to provide complete Information of all pro¬ 
duction from the unit, to establish that the 

loss claimed was caused during the insur¬ 
ance period by one or more of the hazards In¬ 
sured against, and to furnish such other in¬ 
formation about the loss as may be required 
by the Corporation. 

(c) Losses shall be determined separately 
for each unit. The amount of loss with re¬ 
spect to any unit shall be determined by (1) 
multiplying the insured acreage or sugar 
beets on the unit by the applicable produc¬ 
tion guarantee per acre; which product shall 
be the production guarantee for the unit. 
(2) subtracting therefrom the total produc¬ 
tion to be counted for the unit, (3) multiply¬ 
ing the remainder by the applicable price for 
computing indemnities, and (4) multiplying 
the result obtained In (3) by the Insured 
interest: Provided, That ir for the unit the 
Insured falls to report all of his interest or 
Insurable acreage, the amount of loss shall 
be determined with respect to ail of his in¬ 
terest and Insurable acreage, but In such 
cases or otherwise, it the premium computed 
on the basis of the Insurable acreage and 
Interest exceeds the premium on the reported 
acreage and Interest, or the acreage and 
interest when determined by the Corpora¬ 
tion under section 3 of the policy, the 
amount of loss shall be reduced proportion¬ 
ately. 

The total production to be oounted for a 
unit shall be determined by the Corporation 
and, subject to provisions hereinafter, shall 
include all harvested production and any 
appraisals made by the Corporation for un¬ 
harvested or potential production, poor 
farming practices, uninsured causes of loss, 
or for acreage abandoned or put to another 
use without the consent of the Corporation: 
Provided , That for unharvested acreage or 
acreage not qualifying for the third stage 
production guarantee only the amount of ap¬ 
praised and harvested production In excess 
of the difference between the third stage 
production guarantee and the production 


guarantee applicable to such acreage shall be 
counted except that for acreage abandoned, 
put to another u*c without prior written 
consent of the Corporation, or damaged 
solely by an uninsured cause, not less than 
the applicable production guarantee shall be 
counted. 

<d) Any harvested production of sugar 
beets shall be adjustsed by the factor 
(rounded to three decimal places) obtained 
by dividing the average percentage of sugar 
in the sugar beets, as determined from indi¬ 
vidual tests made at the time of delivery 
to the processor, by the percentage of sugar 
shown on the actuarial table: Provided, 
hotcever , That if individual tests of sugar 
content are not mode by the processor at 
the time of delivery of the sugar beets, the 
factor to be used shall be 1.000: Provided, 
further. That for harvested sugar beets 
which are not acceptable under the contract 
with a processor due to an insurable cause 
of loss occurring within the insurance pe¬ 
riod. the Corporation will determine the pro¬ 
duction to count by dividing the value of the 
beets, as determined by the Corporation, by 
the value of undamaged beets containing 
the percentage of sugar shown on the actu¬ 
arial table and multiplying the result ob¬ 
tained by the tons of beets harvested: Pro- 
tided. further. That any Corporation ap¬ 
praisals in the preceding paragraph shall be 
the tons appraised with no adjustment for 
quality. 

6. Cancellation and termination for in¬ 
debtedness dates. That portion of item (1) 
of section 13(b) of the policy which reads, 
"other than the premium due on a crop 
normally harvested In the calendar year in 
which the termination date for indebted¬ 
ness for that crop occurs," shall not be 
applicable with respect to sugar beet crop 
insurance In any county In California. 

The cancellation date shall be June 15. 
for all counties, preceding the beginning of 
the crop year for which such cancellation 
becomes effective. 

The termination date for indebtedness 
shall be the August 31 preceding the be¬ 
ginning of the crop year for Imperial County 
and for all other counties shall be the date 
the insured begins planting for the next 
crop year unless prior to such date the in¬ 
sured has made arrangements satisfactory 
to the Corporation for payment of the pre¬ 
mium owed the Corporation. 

7. Annual premium. If at any time the 
cumulative dollar amount of indemnities 
paid under this endorsement exceeds the 
cumulative premiums earned through the 
previous crop year, the premium discounts 
referred to In section 6(b) of the policy 
shall not thereafter be applicable until the 
cumulative earned premiums equal or ex¬ 
ceed the cumulative indemnities. 

8. Meaning of terms, (a) "Harvest" means 
the lifting and topping of the sugar beets 
for the purpose of delivery to a processor. 

(b) "Crop year," notwithstanding section 
19(c) of the policy, shall be the period from 
planting until the applicable date for the 
end of the insurance period and shall be 
designated by reference to the calendar year 
In which planted if planted by June lft, 
and If planted after June lft by reference 
to the next calendar year. 


FEDERAL REGISTER, VOL 40, NO. 102—TUESDAY, MAY 27, 1975 








22821 

(Secs. 500. 616. 52 Stat. 73. as Amended. 77. 
as amended; 7 US.C. 1506, 1516) 

The foregoing amendment provides 
for a revision of the contractual changes 
in the Sugar Beet Endorsement (Appli¬ 
cable only in California) which arc nec¬ 
essary due to the discontinuance of the 
Sugar Act of 1948. as amended, on De¬ 
cember 31, 1974. These contractual re¬ 
visions will permit the continuation of 
sugar beet crop Insurance with the 
establishment of a revised method of 
evaluation of production and acreage 
records by the Corporation upon which 
coverage guarantees are based, such rec¬ 
ords that were heretofore established 
under the provisions of the now defunct 
Sugar Act of 1948. as amended. In view 
of the absence of the Sugar Act of 1948, 
it is imperative that the foregoing 
amendment become effective for the 1976 
crop year. Notice of changes must be 
given to Insureds by June IS, 1975, and 
applications will be taken in the near 
future. Under the circumstances, the 
Board of Directors found that it would 
be Impracticable and contrary to the 
public Interest to follow the procedure 
for notice and public participation pre¬ 
scribed by 5 U.S.C. 553 (b> and <c>. as 
directed by the Secretary of Agriculture 
in a Statement of Policy, executed 
July 20. 1971 (36 PR 13804 ). prior to its 
adoption. Accordingly, said amendment 
w r as adopted by the Board of Directors 
on May 15. 1975. 

Iseal1 Peter P. Cole. 

Secretary , Federal Crop 
Insurance Corporation. 

Approved on: May 21. 1975. 

Earl L. Butz, 

Secretary. 

|PR Doc.75-13690 Filed 5 23-75;8:46 am) 


CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE 
MENTS AND ORDERS: FRUITS, VEGE¬ 
TABLES, NUTS), DEPARTMENT OF 
AGRICULTURE 

PART 993—DRIED PRUNES 
PRODUCED IN CALIFORNIA 

Increase In Expenses of the Prune Admin¬ 
istrative Committee and the Rate of As¬ 
sessment for 1974-75 Crop Year 

Notice was published in the April 29. 
1975. issue of the Federal Register (40 
PR 18562) regarding an increase in ex¬ 
penses of the Prune Administrative Com¬ 
mittee and the rate of assessment for the 
1974-75 crop year under 99 993.80 and 
993.81 of the marketing agreement, as 
amended, and Order No. 993, as amended 
(7 CPR Part 993), regulating the han¬ 
dling of dried prunes produced in Cali¬ 
fornia. The amended marketing agree¬ 
ment and order are effective under the 
Agricultural Marketing Agreement Act 
of 1937. as amended (7 U.S.C. 601-674), 
Interested persons were given until 
May 15, 1975. in which to submit written 
data, views, or arguments with respect to 
the proposal. None were received. 


RULES AND REGULATIONS 

The proposal was based on a unani¬ 
mous recommendation of the Prune Ad¬ 
ministrative Committee. The increased 
expenses of the Committee for the 1974- 
75 crop year were proposed at $154,100. 
Also, the assessment rate was proposed 
to be Increased to $1.28 per ton of assess¬ 
able prunes. 

Increased Committee operating costs, 
and changed demand conditions, have 
created costs that will exceed the ex¬ 
penses previously established for the 
1974-75 crop year. It is also necessary to 
increase the assessment rate for that year 
to obtain sufficient funds to defray the 
increased expenses. 

After consideration of all relevant mat¬ 
ter presented, including that In the no¬ 
tice, tiie information and recommenda¬ 
tions submitted by the Prune Adminis¬ 
trative Committee, and other available 
information, it is found that the ex¬ 
penses of the Prune Administrative Com¬ 
mittee and the rate of assessment for 
the crop year beginning August 1, 1974. 
shall be as hereinafter set forth. 

It Is further found that good cause 
exists for not postponing the effective 
time of this action until 30 days after 
publication in the Federal Register <5 
U.8.C. 553) In that: (1) The relevant 
provisions of said marketing agreement 
and this part require that the rate of 
assessment fixed for a particular crop 
year shall be applicable to all salable 
prunes handled by handlers as the first 
handlers thereof; and (2) the current 
crop year began on August 1. 1974. and 
the rate of assessment hereinafter fixed 
will automatically apply to all such 
prunes beginning with that date. 

The expenses and assessment rate as 
set forth in 5 993.325 are revised to read 
as follows: 

§ 993.325 KxprniM** of the Prune Ad- 
niinintrative Committee and rate of 
AMmsinent for the 1974-75 crop 
year. 

(a) Expenses. Expenses in the amount 
of $154,100 arc reasonable and likely to 
be incurred by the Prune Administrative 
Committee during the crop year begin¬ 
ning August 1, 1974. for its maintenance 
and functioning and for such other pur¬ 
poses as the Secretary may, pursuant to 
the applicable provisions of the market¬ 
ing agreement, as amended, and this 
part, determine to be appropriate. 

(b) Rate of assessment. The rate of 
assessment for such crop year which each 
handler is required, pursuant to 9 993.81, 
to pay to the Prune Administrative Com¬ 
mittee as his pro rata share of the said 
expenses is fixed at $1.28 per ton of sal¬ 
able prunes handled by him as the first 
handler thereof. 

(Secs. 1-19, 48 Stat. 31. as amended; 7 USC. 
601-674) 

Dated: May 21. 1975. 

Charles R. Brader, 
Deputy Director , 
Fruit and Vegetable Division. 

| PR Doc.75-13734 Piled 5-23-75:8:45 am) 


CHAPTER XVIII—FARMERS HOME AOMIN 

ISTRATION, DEPARTMENT OF AGRICUL¬ 
TURE 

SUBCHAPTER D—GUARANTEED LOANS 

(FmHA Instructions 449.1 and 4493) 

PART 1842—BUSINESS AND INDUSTRIAL 
LOANS 

Prohibition on Use of Guaranteed Loan 
Funds 

On April 7, 1975. there was published 
in the Federal Register (40 FR 15405) 
a notice of proposed rulemaking amend¬ 
ing 9 1842.14(b) of Part 1842. Chapter 
XVIII. Title 7, Code of Federal Regu¬ 
lations (39 FR 34264) to prohibit guar¬ 
anteed loan funds from being paid or 
distributed to one who owns or has an 
interest in any business if such person 
retains his equity in the business. Inter¬ 
ested persons were given 30 days in 
which to submit written comments, sug¬ 
gestions or objections to the proposed 
amendments. 

No written objections have been re- 
received and the proposed regulation 
are hereby adopted without change and 
are set forth below. 

Effective date. This amendment is ef¬ 
fective May 27. 1975. 

Dated: May 9. 1975. 

Frank B. Elliott. 

Administrator, 

Farmers Home Administration 

Part 1842 Ls amended by revising 
9 1842.14(b) to read as follows: 

§ 1842.11 Ineligible loan purpose*. 


<b> For distribution or payment to the 
owner, partners, shareholders or bene¬ 
ficiaries of the applicant or members of 
their families when such persons shall 
retain any portion of their equity in the 
business. 


(7 U3.C. 1989; delegation of authority by 
the Sec. of Agrl., 7 CPR 233: delegation of 
authorit y by the Ami. Sec. for Rural Develop, 
ment. 7 CPR 2.70) 

|PR Doc.75-13683 Piled 5-23-7S;8:45 am) 


(No. 75—443) 

Title 12—Banks and Banking 

CHAPTER V—FEDERAL HOME LOAN BANK 
BOARD 

SUBCHAPTER O—FEDERAL SAVINGS AND 
LOAN INSURANCE CORPORATION 

PART 563—OPERATIONS 
Investment in Service Corporations 

May 19, 1975. 

Summary. The following summary’ of 
the amendment adopted by this Resolu¬ 
tion is provided for the reader's conven¬ 
ience and is subject to the full provisions 
of this Resolution, including the provi¬ 
sions in the preamble thereof and in the 
amended regulation set forth below. 
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I. Existing regulation. Without prior 
Corporation approval. Insured Institu¬ 
tions are prohibited from exercising the/r 
salvage powers to exceed otherwise au¬ 
thorized investment in their service cor- 
j>orations. 

n. Amended regulation. The amended 
regulation restates the existing prohibi¬ 
tion in clearer language. 

Ill Reason for amending the regula - 
tion. To clarify its meaning. 

The Federal Home Loan Bank Board 
considers it desirable to amend Port 563 
of the rules and r egula tions for Insurance 
of Accounts (12 CFR 563) by amending 
i 563.38 thereof to make clear that said 
section prohibits any investment by an 
insured institution in its service corpo¬ 
ration which would be unauthorized 
other than as an exercise of such institu¬ 
tion's salvage powers, unless prior ap¬ 
proval for such investment is obtained 
pursuant to such section from the Fed¬ 
eral Savings and Loan Insurance Cor¬ 
poration. In its present form 5 563.38 is 
susceptible of an interpretation that 
would also permit Corporation approval 
of any investment in excess of that per¬ 
mitted by law. To preclude such mis¬ 
reading of l 563.38, the Board considers 
it desirable to amend paragraph (a) 
thereof to delete the words “or otherwise" 
immediately following the words "sal¬ 
vage power" presently therein and add¬ 
ing the word "otherwise" immediately 
prior to the words "permitted by law" 
presently therein. 

Accordingly, the Federal Home Loan 
Bank Board hereby amends said Part 
563 by revising $ 563.38(a) thereof, to 
read as set forth below, effective May 27, 

1975. 

Since the above amendment is for the 
purpose of clarification, the Board hereby 
finds that notice and public procedure 
with respect to said amendment are un¬ 
necessary under the provisions of 12 CFR 
508.11 and 6 UB.C. 553(b). and since 
publication of said amendment for the 
30-day period specified In 12 CFR 508.14 
and 5 U.8.C. 553(d) prior to the effective 
date of said amendment would, in the 
opinion of the Board, likewise be unnec¬ 
essary for the same reason, the Board 
hereby provides that said amendment 
shall become effective as hereinbefore set 
forth. 

8 ection 563.38(a) is revised as follows: 

§ 563.38 Salvage po*rr of Insured insti¬ 
tution to a*»i»t service corporation. 

(a) Salvage power and investment au¬ 
thority. No insured Institution, in the 
exercise of its salvage power, shall, with¬ 
out the prior approval of the Cor pora - 
Uon, make any contribution, loon, or 
guarantee of a loan made by any other 
person to its service corporation, or invest 
in its service corporation or assume any 
of its liabilities, if such contribution, 
loan. Investment, guarantee, or assump¬ 
tion of liability, together with such guar¬ 
anteed loans, direct loans, contributions 
and direct investments by the Insured 
institution In its service corporations, 
would exceed the maximum investment 
otherwise permitted by law or regulation. 
• • • • • 
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(Secs. 403, 403. 48 Slat. 1356. 1357. M 
amended; 12 U.8.C. 1725. 1726. Reorg. Plan 
No. 3 of 1347. 12 FR 4981. 3 CFR. 1943-48 
Comp., p. 1071) 

By the Federal Home Loan Bank 
Board. 

(seal) Grenville L. Millard, Jr., 

Assistant Secretary . 

IFR Doc.75-13721 Filed 5-33-75:8:45 ami 


Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION ADMIN¬ 
ISTRATION, DEPARTMENT OF TRANS¬ 
PORTATION 

(Airworthiness Docket No. 75-WE-33-AD; 

Arndt. 39-22181 

PART 39—AIRWORTHINESS DIRECTIVES 

Douglas Model DC-10 Series Airplanes 

Pursuant U> the authority delegated to 
me by the Administrator (31 FR 13697». 
an airworthiness directive was adopted 
on April 24. 1975, amended on April 28. 
1975. and made effective immediately by 
telegrams dated April 24, 1975, and 
April 28.1975. to all known United States 
operators of certain Douglas Model DC- 
10 Series airplanes, certificated in all 
categories. The agency has received a 
report of inadvertent opening of a for¬ 
ward (No. 1R) passenger door and auto¬ 
matic deployment of the evacuation slide, 
after arrival and parking at the ramp as 
the cabin attendant was about to disarm 
the door. The malfunction was due, in 
combination, to the close (down) lock 
not being fully engaged, and the emer¬ 
gency air storage bottle control valve 
being in a "cocked" condition. The air¬ 
worthiness directive requires a one-time 
inspection of the close (dovrni lock and 
air bottle control valve lever, and in¬ 
spection or check of the close (down) 
lock prior to each flight, with certain 
specified exceptions. The inspections are 
intended to preclude inadvertent open¬ 
ing of doors pending further AD action. 

Since it was found that immediate cor¬ 
rective action was required, notice and 
public procedure thereon was impracti¬ 
cable and contrary to the public Interest, 
and good cause existed for making the 
airworthiness directive effective immedi¬ 
ately to all known U.8. operators of cer¬ 
tain Douglas Model DC-10-10 and -40 
Scries airplanes by individual telegrams 
dated April 24, 1975, and April 28,1975. 

After issuing this emergency AD, the 
agency has established terminating AD 
action and. therefore, prior to publishing 
the original emergency AD in the Federal 
Register, an airworthiness directive is 
being issued which supersedes the tele¬ 
graphic AD. The adopted rule requires 
installation of production 6*4 coil dose 
(down) lock springs and airbottle control 
valve lever retention springs as terminat¬ 
ing action to the mandatory close (down) 
lock inspection prior to each flight. Also, 
as a result of a recent incident In which 
a right-hand close (down) lock was 
found installed on a left-hand door, and 
vice versa, the adopted rule requires an 
inspection to insure left-hand and right- 
hand close (down) locks are installed on 
respective left and right-hand doors. 
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The conditions which required issuance 
of the telegraphic AD still exist. Im¬ 
mediate adoption of the regulation is re¬ 
quired; it is found that notice and public 
procedure hereon are Impracticable and 
good cause exists for making this amend¬ 
ment effective in less than 30 days. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator <31 FR 13697), 
§ 39.13 of Part 39 of the Federal Aviation 
Regulations is amended by adding the 
following new airworthiness directive: 

McDonnou. DotroLAs. Applies to Douglas 
Model DC-10-10, -10F. -30. -30F. and -40 
Series airplanes, certificated In all cate¬ 
gories. with factory serial or fuselage 
numbers as Indicated in the following 
Douglas Sen’Ice Bulletins or All Opera¬ 
tors Letters or later FA A-Approved 
revisions: 

Para. (A), below—S B 52-139. dated 

April 28. 1975 

Para. (B). below—AOL 10-814. dated 

May 0. 1075 

Para. (C). below—S/B 52-140, dated 

April 30. 1975 

Para. (D). below—8/B 52-139, dated 

April 28. 1975 

To prevent Inadvertent opening of Type I 
passenger doors (most forward left and right 
doom) accomplish the following: 

(A) Compliance required not later than 
48 hours after the effective date of this AD. 
unless already accomplished either within 
10 days prior to tho effective date of this 
AD, or In accordance with that telegraphic 
AD dated April 24. 1975, amended AprU 28, 
1975. 

(1) Conduct the following one-time In¬ 
spection of the Type I doom; 

(a) Inspect the cloee (down) lock torque 
tube spline for damage. Repair or replace, 
if required 

(b) Visually inspect the door close (down) 
lock and spring for general condition and 
Insure the spring Is not riding over the 
flange of the drive spline. 

(c) Functionally operate the door to In¬ 
sure that the close (down) lock 1s properly 
engaged. 

(d) Inspect the air storage bottle control 
valve lever to Insure that It Is in its normal 
operating (stowed) position. 

(2) Prior to each flight, except as pro¬ 
vided herein, accomplish the following on 
the Type I doors: 

(a) After the door Is closed, and the Inside 
operating handle U positioned In the neutral 
position, inspect or check the close (down) 
lock to insure that It is properly engaged. 

(b) The Inspection or check required by 
(A) (2) (a), above, does not have to be accom¬ 
plished If it con be verified that the door 
handle has not been disturbed subsequent 
to the accomplishment of the Inspection or 
check required by (A)(2)(a). above. Any 
method used to Insure that the operating 
handle has not been disturbed must not in¬ 
terfere with normal and emergency operation 
of the door. 

(c) The Inspection or check required by 
(A)(2)(a), above, does not have to be ac¬ 
complished if It can be verified during the 
Inspection required by (A)(1). above, thst 
a production P/N ABA8025-1 6 >4 coil close 
(down) lock spring Is Installed, and the 
conditions Inspected In (A)(1), above, are 
satisfactory. 

(d) The flight crew will be advised after 
the inspection or check required by (A) (2) 
(a), above. Is satisfactorily accomplished. 

(e) The Inspection or check required by 
(A)(2)(a). above, does not have to be ac¬ 
complished, provided: 
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(l) The close (down) lock torque tube 
spline Is relinspected for damage; and re¬ 
paired or replaced. If required. 

(U) There are no lees than 3*4 cotta in the 
cut-off P/N ABAB025-1 close idown) look 
spring. 

(Ill) A P/N WBA7003-7 washer la installed 
at the forward end, and a P/N WBA7003-5 
washer Is installed at the aft end. of the 
close (down) look spring. (Reference Doug¬ 
las Service Bulletin No. 32-130, dated April 28, 
1873). And 

(IT) After the P/N WBA70C3-5 and -7 
washers have been installed, the door ta 
functionally operated to insure that the 
cloae (down) lock la properly engaged. 

(3) Any Inspection must be performed by 
the holder of a mechanic or repairman cer- 
Uffcate. or by a person under the direct 
supervision of the holder of such certificate. 

A check may be performed by qualified or 
trained personnel designated by the operator 
for the purpose of performing the checks. 

(4) Operators shall advise flight crews and 
cabin attendants of the foregoing procedures 
by the moat immediate and practicable 
means. 

(B) Compliance required within seven 
days after the effective date of this AD, un¬ 
less already accomplished. 

Inspect the torque tube close (down) 
locks on the Type I doors to Insure that the 
P/N ABA8023 1 slide catch and P/N ABA 
8024-1 stop plate are Installed on the left 
hand door, and the P/N ABA8023 2 slide 
catch and P/N ABA8024-2 stop plate are 
Installed on the right hand door, in accord¬ 
ance with Douglas All Operators letter No. 
10-814, dated May 9, 1975, or later FAA- 
approved revisions. 

(C) Compliance required within the next 
1500 hours’ time in service after the effective 
date of this AD, unless already accomplished. 

Install retention springs on the Type I 
door air storage bottle control valve lever In 
accordance with Douglas Service Bulletin No. 
52-140, dated April 30, 1975. or later PAA- 
npproved revisions. 

(D) Compliance required within the next 
3000 hours' time In service after the effective 
date of this AD, vinlew already accompli died 

(1) Remove the Type I door cut-off P'N 

ABA8025-1 close (down) lock springs and 
P/N WBA7003-5 and -7 washers, and Install 
production P/N ABA8025-1 8*4 close 

(down) lock springs on the torque tube. 

(2) Poll owing installation of the new 
springs, recheck the engagement of the close 
(down) lock, and adjust If required, in ac¬ 
cordance with Douglas Service Bulletin No. 
52-132, Revision 1, dated February 21. 1975. 
or later FAA-appvoved revisions. 

(B) The Chief, Aircraft Engineering Divi¬ 
sion, FAA Western Region, may approve 
equivalent inspections and Installations or 
alternate design modifications upon submit¬ 
tal of substantiating data. 

(P) Airplanes may be flown to a base for 
performance of maintenance required by this 
AD per PAR'S 21.197 and 21.199, provided 
that with respect to the door (a) Identified 
as in need of maintenance, the emergency 
evacuation slides or allds/rafu win be either 
removed or deactivated. 

This supersedes the telegraphic AD 
adopted April 24.1975, amended April 28, 
1975 and distributed by telegrams dated 
April 24,1975 and April 28.1975. 

This amendment becomes effective 
May 30,1975. 

(Sees. 813(a), 801. 803. Federal Aviation Act 
of 1958 (48 UAC. 1354(a), 1421. 1423): 
sec. 6(c). Department of Transportation Act 
(49 U.3C 1655(C))) 


Issued in Los Angeles, California on 
May 15. 1975. 

Robert H. Stanton, 

Director, 

FAA Western Rcoion. 

|FR Doc.75 13667 Filed 5 23-75;8:45 am) 


(Airworthiness Docket No. 75-WE 36-AD; 

Arndt. 39-22191 

p ART 39—AIRWORTHINESS DIRECTIVES 

Lockheed-California Company Model 
L-1011-385-1 Series Airplanes 

There have been failures of the Belle¬ 
ville springs on Lockheed-California 
Company L-1011-385-1 airplanes due to 
surface flaws that could result in Inop¬ 
erative counterbalances which could 
cause the most rearward Type I. left and 
right emergency doors to be inoperative 
in the emergency mode. Since this condi¬ 
tion is likely to exist or develop in other 
airplanes of the same type design, an 
airworthiness directive Is being issued to 
require reduction of Belleville springs 
prewind as applicable, Type L door op¬ 
erational checks, and replacement, as re¬ 
quired, of counterbalances on Lockhccd- 
Califomia Company L-1011-385-1 Series 
airplanes, incorporating counterbalances 
identified by Lockheed Part Number 
671827-107. -109.-113. 

Since a situation exists that requires 
immediate adoption of this regulation, it 
is found that notice and public proce¬ 
dure hereon are impracticable and good 
cause exists for making this amendment 
effective in less than 30 days. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
ine by the Administrator (31 PR 13697), 

$ 39.13 of Part 39 of the Federal Aviation 
Regulations is amended by adding the 
following new airworthiness directive: 

LocKifVTO-CauFmiffs Company. Applies to 
Model L-1011-885-1 Series Airplanes, cer¬ 
tificated in all categories, incorporating 
Lockheed counterbalances. P/N 671827- 
107. -108. -112, 

To prevent possible failure of Belleville 
springs resulting In Inoperative counterbal¬ 
ance* of the Type L emergency door actua¬ 
tion system, which could cause the most 
rearward Type L left and right doors to be 
Inoperative in the emergency mode, accom¬ 
plish the following: 

Compliance required as Indicated. 

(a) For airplanes incorporating P/N 
671827-113 counterbalances: 

(1) Within 300 additional flight hours 
after the effective date of this AD. unless al¬ 
ready accomplished, reduce the spring pre¬ 
wind per accomplishment instructions of 
Lockheed -California Company Service Bul¬ 
letin 003-52-072, Revision Number 1, dated 
May 8. 1975. or later FAA-approved revisions. 

(2) Within 300 additional flight hours 
after the effective date of this AD. uniess 
previously accomplished within itao last 
1J300 flight hours prior to the effective date 
of this AD, and at intervals not to exceed 
1.600 hours thereafter, until (3) below is 
accomplished, perform the operational checks 
on tho door emergency mode for proper func¬ 
tioning of the counterbalance for the moot 
rearward Type I. left and right doors, per 
the accomplishment instructions of Lock- 
heed-Callfomia Service Bulletin 083-52-072, 


Revision Number 1, dated May B, 1975. or 
later FAA-approved revisions. 

(1) ir the operational checks are not satis¬ 
factory. replace the defective counterbal¬ 
ances. P/N 671827-113. with either a P/N 
671827-107, or -109 counterbalance per Lock¬ 
heed-California Company Service Bulletin 
093-62-072, Revision Number 1, dated May 
8. 1075. or later PAA-approved revisions, or 
a counterbalance P/N871827-116 or -117 per 
Lockheed-California Service Bulletin 093-52 
076. Revision Number 1. dated May 8. 1975. or 
later FA A-approved revisions. Prior to further 
flight perform the operational checks to en¬ 
sure that the operation of the doors with the 
now counterbalances is satisfactory. 

(1!) Mark the defective P/N 871827-113 
counterbalances In a conspicuous manner to 
prevent inadvertent return to service 

(3) Within 8000 hours additional flight 
time after the effective date of this AD. un¬ 
less already accomplished, replace all counter¬ 
balances P/N 671827-113 with either coun¬ 
terbalances P/N671827-115 or -117, per Serv¬ 
ice Bulletin 093-52-078. Revision Number I. 
dated May 8, 1975, or later FAA-opproved re¬ 
visions or with counterbalances P/N 671827- 
107 or 109 per Lockheed -Cal lforn la Company 
Service Bulletin 093 52-072,Revision Number 
1, dated May 8. 1976. or later FAA -approved 
revisions. Prior to further flight perform the 
operational checks to ensure that the opera¬ 
tion of the doors with the new counterbal¬ 
ances is satisfactory. If satisfactory operation 
of the doors extst no further Inspections are 
required per this AD. 

(b) For airplanes Incorporating counter¬ 
balance* P/N 671827-107 and -109: 

(1) Within 300 additions! flight hours 
after the effective date of this AD. unless 
already accomplished, perform the opera¬ 
tional checks of the door emergency mode 
for the moot rearward Type I. left and right 
doors, per the accomplishment instructions 
Of the Lock heed-California Company Service 
Bulletin 093-52-072. Revision Number 1, 
dated May 8. 1075. or later FAA -approved 


revisions. 

(I) If the operational checks are satisfac¬ 
tory then no further checks are required per 
this AD. 

(II) ir the operational checks are not 
satisfactory, replace the defective counter¬ 
balance*. P/N 671827-107 or -108. with either 
a new counterbalance. P/N 671827-107 or 
-109, per Lockheed-California Company 
Service Bulletin 083-52 072. Revision Num¬ 
ber i. dated May 8. 1975 or later FAA-ap¬ 
proved revisions, or with counterbalances, 
P/N 671827-115 or -117. per Lockheed- 
Cftllfomla Company Service Bulletin 002-52- 
078. Revision Number 1. dated May 8. 1975 
or later FAA-approved revisions. Perform the 
doors operational checks to ensure that the 
operation of the doors with the new counter¬ 
balance U satisfactory. If saUnfactory op¬ 
eration of the doors exist no further Inspec¬ 
tions are required per this AD. 

Hill Murk the defective P/N 671287-107 or 
100 counterbalances in a conspicuous 


service 

(c) Equivalent inspections may be ap¬ 
proved by the Chief. Aircraft Engineering 
Division. FAA Western Region. 

<d> Airplanes may be flown to a hose 
where th e inspections *nd modifications can 
be performed per PAR’S 21.197 and 21.199. 


This amendment becomes effective 


May 30.1975. 

Sees. 813(a), 601. 603. Federal Aviation 
Act of 1058 (49 DAO. 1354(a), 1421, 1423): 
roc. 8(c). Department of Transportation Act 
(49 UJSjC. 1655(0))) 
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Issued in Los Angeles, California on 
May 15. 1975. 

Robert H. Stanton. 

Director . 

FAA Western Region. 
(PR Doc.75-13658 Filed 5-23-75;8:45 amj 


| Docket No. 14608; Amdt. No. 8681 

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES 

Recent Changes and Additions 

This amendment to Part 97 of the Fed¬ 
eral Aviation Regulations incorporates 
by reference therein changes and addi¬ 
tions to the Standard Instrument Ap¬ 
proach Procedures (SIAPs) that were 
recently adopted by the Administrator to 
promote safety at the airports concerned. 

The complete SIAPs for the changes 
and additions covered by this amend¬ 
ment are described in FAA Forms 3139. 
8269-3, 8269-4. or 8260-5 and made a 
part of the public rule making dockets 
ol the FAA in accordance with the pro¬ 
cedures set forth in Amendment No. 97- 
696 (35 FR 5609). 

SIAPs are available for examination at 
the Rules Docket and at the National 
Flight Data Center. Federal Aviation Ad- 
mi nistratian, 800 Independence Avenue, 
SW. Washington, D C. 20591. Copies of 
SIAPs adopted in a particular region are 
also available for examination at the 
headquarters of that region. Individual 
copies of SIAPs may be purchased from 
the FAA Public Document Inspection Fa¬ 
cility. HQ-405. 800 Independence Ave¬ 
nue. SW, Washington, D.C. 20591 or from 
the applicable FAA regional office in ac¬ 
cordance with the fee schedule pre¬ 
scribed in 49 CFR 7.85. This fee is pay¬ 
able In advance and may be paid by 
check, draft or postal money order pay¬ 
able to the Treasurer of the United 
States. A weekly transmittal of all SLAP 
changes and additions may be obtained 
by subscription at an annual rate of 
$150.00 per annum from the Superin¬ 
tendent of Documents, U.S. Government 
Printing Office, Washington, D.C. 20402. 
Additional copies mailed to the same ad¬ 
dress may be ordered for $30.00 each. 

Since a situation exists that requires 
immediate adoption of this amendment, 
I find that further notice and public 
procedure hereon is Impracticable and 
good cause exists for making it effective 
in less than 30 days. 

In consideration of the foregoing. Part 
97 of the Federal Aviation Regulations 
is amended as follows, effective on the 
dates specified: 

1. Section 97.23 is amended by originat¬ 
ing, amending, or canceling the follow¬ 
ing VOR-VOR/DME 8IAPs, effective 

July 3. 1975. 

Alexandria, Ind.—Alexandria Arpt„ VOR 

Rwy 27, Arndt. 2. 

Cort**. Colo,—Cortez-Montezuma County 

Arpt,, VOR Rwy 21. Amdt. S. 

Mankato, Minn.—Mankato Municipal Aprt„ 

VOR Rwy IB. Amdt. 1. 

Mankato. Minn.—Mankato Municipal Arpt.* 

VOR Rwy 3S, Amdt. 2L 
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MiUvllle, N J.—MlllvUle Municipal Arpt., 
VOR Rwy 18. Orlg. 

Millville, N.J.—Millville Municipal Arpt., 
VOR Rwy 23. Orlg., cancelled. 

Mount Pocono, Pa,—Mount Pocono Arpt., 
VOR Rwy 13. Orlg. 

Pine Bluff, Ark—Orider Field, VOR/DME 
Rwy 35. Amdt. 4. 

Pine Bluff, Ark.—Orider Field, VOR Rwy 17, 
Amdt. 14. 

Wichita Rons.—Como tar a Airpark, VOR/- 
TAC-A. Orlg. 

Youngstown Ohio—Youngstown Executive 
Arpt.. VOR/DMB-A. Amdt. 4. 

• • • effective June 5, 1975: 

Sarasota (Bradenton), Fla.—8araaota- 
Bnvdenton Arpt., VOR Rwy 31, Amdt. 3. 

• ♦ • effective May 9, 1975: 

Kina ton. N.C.—Stallings Field, VOR DME 
Rwy 4. Amdt. 8. 

2. Section 97.25 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing SDF-LOC-LDA SIAPs, effective 
July 3, 1975. 

Akron, Ohio—Akron-Canton Regional Arpt., 
LOC <BC) Rwy 19. Amdt. 5. 

• • • effective June 5,1975: 

Sarasota (Bradenton), Fla.—Saraaota- 
Bradenton Arpt., LOC Rwy 31, Orlg., can¬ 
celled. 

3. Section 97.27 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing NDB'ADF SIAPs, effective July 
3, 1975. 

Bradford, Pa.—Bradford Regional Arpt., NDB 
Rwy 32, Amdt. 11. 

Omaha, Nebr.—Millard Arpt., NDB Rwy 12, 
Amdt. 4. 

• • • effective June 26, 1975: 

Elmira, N.Y.—Chemung County Arpt., NDB 
Rwy 24, Amdt. 7. 

• • • effective June 5. 1975: 

Sarasota (Bradenton), Fla.—Sarasota- 
Bradcnton Arpt., NDB Rwy 31, Amdt. 1. 

• • • effective May 12. 1975: 

Milwaukee. Wlac.—OenenU Mitchell Field, 
NDB Rwy 1L. Amdt. 27, canceUed 

• • • effective May 9, 1975: 

Kinston, N.C.—Stallings Field, NDB Rwy 4. 
Amdt. 5. 

4. Section 97.29 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing ILS SIAPs, effective July 3, 1975. 

Bradford, Pa—Bradford Regional Arpt., ILS 
Rwy 32, Amdt. 6. 

Cleveland. Ohio—Cuyahoga County Arpt„ 
ILS Rwy 23, Amdt. 1. 

• • • effective June 5,1975: 

Saraaota (Bradenton), Fla—Saraeota-Brad- 
enton Arpt., ILS Rwy 31, Orlg. 

• • • effective May 29, 1975: 

Augusta, Oa—Bush Field, ILS Rwy 17, Orlg. 

• • • effective May 12, 1975: 

Milwaukee. Wise.—General Mitchell Field, 
ILS Rwy IL, Amdt. 30, cancelled. 

• • • effective May 9, 1975: 

Kinston, N.C.—Stalling* Field, ILS Rwy. 4. 
Amdt. 4. 
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5. Section 97.31 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing RADAR SIAPs. effective July 3, 
1975. 

Wichita. Kane.—Comotara Airpark. RADAR- 
3, Amdt. 2. 

(Sees. 307, 313, 601, 1110, Federal Aviation 
Act of 1848 (49 US.C. 1433. 1354, 1421, 1510); 
see. 8(c), Department of Transportation Act 
(49 US.C. 1655(c) and 5 US.C. 552(a)(1))) 

Non.—Incorporation by reference provi¬ 
sions in 1197.10 and 97.20 approved by the 
Director of the Federal Register on May 12, 
1868. (35 FR 5610). 

Issued in Washington, D.C., on May 15. 
1975. 

James M. Vines. 

Chief, 

Aircraft Programs Division. 
|FR Doc.76-13660 Filed 6-23-75;8:45 am) 

Title 16—Commercial Practices 

CHAPTER I—FEDERAL TRADE 
COMMISSION 

SUBCHAPTER A—PROCEDURES AND RULES 
OF PRACTICE 

PART 4—MISCELLANEOUS RULES 
Proof of Service of Documents 

In addition to the amendments an¬ 
nounced In the Federal Register issue 
for Monday. May 19, 1975. at pages 
21708-9, pertaining to service of docu¬ 
ments. the Federal Trade Commission 
announces the revision of } 4.4(c) (3) to 
read as follows: 

§ 4.4 Service. 


(c) Proof of service. • • • 

(3) When a party has appeared In a 
proceeding by a partner, officer, or at¬ 
torney, service on that individual of any 
document other than those specified In 
(a)(1) of this section shall be deemed 
service upon the party. 

• • • • • 

This amendment is effective May 27, 
1975. 

(15 U.S.C. 41, et eeq, 6 US.C. 552) 

By direction of the Commission dated 
May 6, 1975. 

(seal] Charles A. Tobin, 

Secretary. 

|PR Doc.75-13722 Filed 5-23-7B;8:45 Ain) 

Title 17—Commodity and Securities 
Exchanges 

CHAPTER II—SECURITIES AND 
EXCHANGE COMMISSION 

(Release No. 34-11425] 

PART 249—FORMS, SECURITIES 
EXCHANGE ACT OF 1934 

Revised Initial Fee and 1975 Annual As¬ 
sessment for Nonmember (SECO) 
Broker-Dealers 

On March 20, 1975 the Commission 
announced in Securities Exchange Act 
(the “Act”) Release No. 11308 which waa 
published in the Federal Register for 
March 27,1975 at 40 FR 13525 a proposal 
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to adopt Form SECO-4-75 (17 CFR 
249.504i) pursuant to Rule 15b9-2 (17 
CFR 340.15b9~2) under the Act, which 
sets forth the annual schedule under 
which registered broker-dealers who are 
not members of the National Association 
of Securities Dealers, Inc. ("nonmember** 
or "SECO" broker-dealers) will be as¬ 
sessed for the current fiscal year and 
the amendment of Form SECO-2 (17 
CFR 249.502) pursuant to Rule 15b9~l, 
(17 CFR 240.15b9-l > which sets forth 
the initial fee schedule for new associ¬ 
ated persons of SECO broker-dealers. 
The Commission has considered the com¬ 
ments received regarding the proposals 
and has adopted them as proposed. 

Sections 15(b)(8) and 15(b) (9) under 
the Act authorize the Commission to col- 
lect such reasonable fees and charges as 
may be necessary to defray the costs of 
the additional regulatory duties required 
for nonmember broker-dealers. Pursu¬ 
ant to these sections, the Commission 
adopted Rules 15b9-l. to establish initial 
fees, and 15b9-2 to provide for annual 
assessments. Rule 15b9-2 provides for 
the annual assessments to be set forth 
on Form SECO-4 and Rule 15b9-l pro¬ 
vides for initial fees to be set forth on 
Form SECO-5 and Form SECO-2. 

This year's assessments, os set forth 
on new Form SECO-4-75. includes a base 
levy of $250 per firm and an assessment 
of $15 for each associated person. 1 As 
both Rule lfib9-2 and thp Form indicate, 
these annual assessments would or¬ 
dinarily be due and payable on or before 
June 1, 1975. But. because of a delay in 
the adoption of the Form, payment may 
be made on or before June 20, 1975. This 
extension of time applies to this year 
only. 

Form 8ECO-2 will be amended so as 
to increase the initial assessment fee for 
a new associated person of a SECO 
broker-dealer to $50.* The amended 
Form SECO-2 will become effective 
June 20, 1975.* 


»Since the institution of the BECO pro¬ 
gram in 1905, the Commlnsion has utilized 
fees and asacaunents which hare been based 
substantially, although not excluairely, on 
the personnel characteristics of nonmember 
firms. While It appears that no method of de¬ 
fraying regulatory expenses can provldo com¬ 
plete fairness to ail firms, the Commission 
has found that. In general, this method has 
worked equitably. In the case of the annual 
personnel assessment, for example, the num¬ 
ber of associated persons a firm employs gives 
a generally appropriate measure of firm size 
and ability to pay and takes into considera¬ 
tion regulatory costa peculiarly related to 
sales-oriented businesses. Moreover, this as¬ 
sessment has been a relatively inexpensive 
measure to administer and enforce. 

> The initial fee now in effect (Form SECO- 
5) for each new member firm is $500 and will 
remain unchanged. 

■Form U-4 was approved by the Commis¬ 
sion on April 15, 1975 and la scheduled to 
replace current Form 8ECO-2 on July 15. 
1975. See Securities Exchange Act Release No. 
11424. 
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These increases have been necessitated 
by the increased costs to the Commission 
in administering the SECO regulatory 
program. These administrative costs 
totalled some $418,000 for fiscal 1974 and 
are expected to reach an estimated $604.- 
000 for fiscal 1975, an increase of ap¬ 
proximately 45 percent. 

Copies of Form SECO-4-75 will be for¬ 
warded to nonmember broker-dealers, 
and copies of Forms SECO-4-75 and 
SECO-2, as adopted, have been filed with 
the Office of the Federal RegLster How¬ 
ever. since it is the responsibility of each 
nonmember broker-dealer to comply 
with the requirements of Rule 15b9-2, 
any such broker-dealer which does not 
receive copies of Form SECO-4-75 should 
contact the Division of Market Regula¬ 
tion at the address and telephone num¬ 
ber noted below, to obtain the necessary 
forms. The completed Form SECO-4-75 
and appropriate remittances should be 
mailed to the Office of the Comptroller. 
Securities and Exchange Commission. 
Washington. D.C. 20549 on or before 
June 20. 1975. 

Commission Action. The Securities and 
Exchange Commission, acting pursuant 
to the Securities Exchange Act of 1934. 
and particularly sections 15(b) and 23(a) 
thereof, hereby amends Part 249 of Title 
17 of the Code of Federal Regulations as 
follows: 

1. Section 249.5041 Is added below: 

§ 2 19.504 i Form SFXO-4-75; 1975 n*- 

»r*»inrnt ami informal ion form for 
registered broker* and dealer* not 
member* of a registered national *c- 
ruritir* as*ocialion. 

This form shall be filed on or before 
June 20, 1975, pursuant to l 240.15b9-2 
of this chapter, accompanied by the an¬ 
nual assessment fee required thereunder 
and as specified in this form, for the 
fiscal year ended June 30. 1975. by every 
registered broker and dealer not a mem¬ 
ber of a registered national securities as¬ 
sociation. 

(See. 15(b). 46 BUt. 895, ns amended 78 Btat. 
555. 15 UAC. 7Bo; bbc. 23(a), 48 Btat. 901. 
ax amended. 49 Btat. 1379, sec. 8 (15 U.S.C. 
78w)) 

§ 249.502 [Amended] 

2. Section 249.502 Is amended by 
changing the fee specified in form 
SECO-5 to read "$50". 

Additional copies of both Forms, as 
wdl as copies of Rules 15b9-l and 15b9- 
2. may be obtained by contacting the 
Division of Market Regulation. Securities 
and Exchange Commission. Washington. 
D.C. 20549 or telephone (202) 755-1369. 
The foregoing action will become effec¬ 
tive on June 20.1975. 

By the Commission. 

[seal] George A. Fitzsimmons, 

Secretary. 

May 16. 1975. 

|FR Doc.75-13732 Filed 5 23-76:8:45 am] 


Title 24—Housing and Urban Development 

CHAPTER II—OFFICE OF ASSISTANT SEC¬ 
RETARY FOR HOUSING PRODUCTION 
AND MORTGAGE CREDIT—FEDERAL 
HOUSING COMMISSIONER (FEDERAL 
HOUSING ADMINISTRATION) 

| Docket No. R 75 3271 

PART 200—INTRODUCTION 

Affirmative Fair Housing Market, 

Regulations Amended 

Correction 

In FR Doc. 75-12112 appearing at page 
20080 in the issue for Thursday. May 8. 
1975, in the third column, following para¬ 
graph E„ the effective date should read 
‘August 22, 1974" Instead of "August 22, 
1975". 


SUBCHAPTCR B—MORTGAGE AND LOAN IN¬ 
SURANCE PROGRAMS UNDER NATIONAL 

HOUSING ACT 

| Docket No. R-75-330) 

MULTIFAMILY. NURSING HOME. AND 
GROUP PRACTICE FACILITY PROGRAMS 

Processing Procedure Revised 

Parts 207, 213, 221, 232, 236 and 244 
of the Regulations are amended to revise 
a processing procedure in the insured 
muUifamily mortgage, nursing home and 
group practice facility programs. 

The amendments to those mortgage 
insurance programs eliminate the for¬ 
mer requirement that an applicant for 
mortgage insurance could not elect to 
omit the conditional commitment proc¬ 
essing stage if it had begun with the 
SAMA (Site Appraisal and Market 
Analysis) processing stage Initially. The 
purpose of the change is to accelerate 
and make more efficient the processing 
procedures in cases where the applicant 
is prepared to go directly from the SMS A 
stage to the firm commitment stage. 
Since these amendments are for the pur¬ 
pose of accelerating processing time and 
would not adversely affect any applicant 
for mortgage Insurance, advance notice 
and public procedure are not necessary 
and good cause exists for making these 
amendments effective upon publication. 

Accordingly, Parts 207. 213. 221. 232. 
236 and 244 of Chapter n of Title 24 of 
the Code of Federal Regulations arc 
amended to read as follows: 

PART 207—MULTIFAMILY HOUSING 
MORTGAGE INSURANCE 

§207.1 [Amended) 

1. Section 207.1(a) is amended by de¬ 
leting the clause which appears after the 
semicolon In the fifth sentence, which 
clause begins with the word "however ’ 
and ends with the word "Initially '. 

2. Section 207.1(b)(1) Is amended by 
deleting the word ‘‘conditional", before 
the word "commitment", from the last 
lolmg before the colon in the third 
sentence. 
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PART 21 a—COOPERATIVE HOUSING 
MORTGAGE INSURANCE 

§ 213.2 lAmondfJl 

3. Section 213.2(a) Is amended by de¬ 
leting the clause which appears after the 

cmicoUm In the fifth sentence, which 
clause begins with the word "however" 
and ends with the word “initially”. 

4. Section 213.2<b)<l> Is amended by 
deleting the word “conditional”, before 
the word “commitment”, from the last 
clause before the colon in the third 
.sentence. 


PART 221—LOW COST AND MODERATE 
INCOME MORTGAGE INSURANCE 

§221.502 [Amended] 

5. Section 221.502(c) is amended by 
deleting the last clause beginning with 
the word ‘‘however*’ and ending with the 
word “initially”. 

§ 221.309 [Amended] 

6. Section 221.500(a) <1> is amended by 
deleting the word “conditional”, before 
the word “commitment”, from the last 
clause before the colon in the third 

sentence. 


PART 232—NURSING HOMES ANO IN¬ 
TERMEDIATE CARE FACILITIES MORT¬ 
GAGE INSURANCE 

§232.5 f Amended 1 

7. Section 232.5 Ls amended by deleting 
the last clause which appears after the 
semicolon In the fifth sentence, which 
clause begins with the word “however” 
and ends with the word "Initially”. 

§232.50 [Amended] 

8. Section 232.50*aMl) Is amended by 
deleting the word “conditional”, before 
the word “commitment”, from the last 
clause before the colon in the third 

sentence. 


PART 236— MORTGAGE INSURANCE AND 
INTEREST REDUCTION PAYMENTS FOR 
RENTAL PROJECTS 

§ 236.5 ( Amended ] « 

9. Section 236.5(c) is amended by de¬ 
leting the last clause beginning with the 
word “however - and ending with the 
word “initially". 


PART 244 —MORTGAGE INSURANCE FOR 
GROUP PRACTICE FACILITIES [TITLE 
XI] 1 

§211.10 [AntrndcdJ 

10 . Section 244.10(a) is amended by 
deleting the last clause which appears 
after the semicolon in the fifth sentence, 
which clause begins with the word “how¬ 
ever” and ends with the word “initially”. 

11. Section 244~10(b>U) is amended 
by deleting the word “conditional”, be¬ 
fore the word "commitment”, from the 
last clause before the colon in the third 
sentence. 

Department of Housing and 
urban Development Act (41 VJB.C. 3535(d) )) 
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Effective date. These amendments will 
be effective May 27.1075. 

David M. wcWilde, 
Acting Assistant Secretary for 
Housing Production and 
Mortgage Credit—Federal 

Housing Commissioner. 

I TO Doc.75-13748 Filed 5 »-75;8 45 am] 


CHAPTER VIII—LOW INCOME HOUSING, 
DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[DoCtart Ifo. S-75-334J 

PART 811— FINANCING 

Stfbpert A—Tax Exemption of Obligations 
of Public Housing Agencies 

Intlrjm Hulk 

The Department is amending Title 24 
by adopting a new Part 811—Financing 
and a new Subj>art A—Tax Exemption 
of Obligations of Public Housing Agen¬ 
cies. Subpart A implements. In ac¬ 
cordance with section 201(b) of the 
Housing and Community Development 
Act of 1974 (42 USC 1437, note). sections 
3(6) and 11 Cb) of the United States 
Housing Act of 1937. 42 USC 1437a, 14371. 
both of which were added by section 201 
of the Housing and Community Develop¬ 
ment Act or 1974 (42 USC 1437. note). 
Section 3(6) defines “Public Housing 
Agency” and section 11(b) authorizes tax 
exemption of obligations issued by a 
Public Housing Agency in connection 
with a low-income project. The Subpart 
further sets forth requirements and 
procedures for establishing eligibility 
and HUD approval of projects that In¬ 
volve tax exempt obligations. 

Because this Subpart represents the 
regulatory promulgation of an existing 
policy that has been jointly effectuated 
by the Secretaries of HUD and of Treas¬ 
ury, comment and public procedure are 
unnecessary and good cause exists for 
making this amendment effective upon 
publication. 

The Secretary has determined that it 
would be impracticable and contrary to 
the public interest to provide for public 
participation prior to the adoption ol 
this Subpart. However, in furtherance of 
its policy of providing opportunity for 
comment In rulemaking procedures to 
the fullest extent appropriate (soe Part 
10 of this Title*, the Department is in¬ 
viting interested persons to submit com¬ 
ments. data and suggestions with respect 
to this Interim Rule. Such materials 
should be filed with the Rules Docket 
Clerk. Office of the General Counsel. 
Room 10245. Department of Housing and 
Urban Development. 451-7th Street. SW.. 
Washington. D.C. 20410. All relevant 
comments filed on or before June 30. 
1975. will be considered before a final 
rule Is adopted In this proceeding. A 
copy of each comment will be available 
for public Inspection at the above address 
during regular business hours, both be¬ 
fore and after close of the comment pe¬ 
riod. 
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It has been determined that this 
amendment will not have a substantial 
environmental Impact. A Finding of In¬ 
applicability will be on file for public in¬ 
spection at the above address. 

Accordingly. Title 24 Is amended by 
adding a new Part 811 and a new Sub- 
jmrt A to read as follows: 

Subpart A—Tax Exemption ol Obligations of 
Public Housing Agencies 

Sac. 

611.101 Purpose 

811.102 Definition*. 

911.103 Tax exemption of obligations. 

811.104 Approval of amount of obligation*. 

811.105 Exemption of certain additional ob¬ 

ligations. 

Atmloarrr: Sections 3(6), 11(b) ol the 
US. Housing Act of 1937 (42 USC 1437a, 
14871). 

§811.101 Purpose- 

The purpose of tills Subpart A is to 
provide a basis for determining tax ex¬ 
emption of obligations of Public Housing 
Agencies in accordance with sections 
3(6) and 11(b) of the United States 
Housing Act of 1937. 

§811.102 Definition*. 

(a) “Act” means the United States 
Housing Act of 1937, as amended by sec¬ 
tion 201 of the Housing and Community 
Development Act of 1974 (42 USC 1437. 
note). 42 USC 1437. ct seq. 

(b) ‘Department” means the Depart¬ 
ment of Housing and Urban Develop¬ 
ment. 

(c) “Public Housing Agency” means 
any State, county, municipality, or other 
governmental entity or public body (or 
agency or instrumentality thereof) 
which Is authorized to engage in or assist 
in the development or operation of low- 
income housing projects. 

<d) "Secretary” means the Secretary 
of Housing and Urban Development or 
designee of the Secretary's authority un¬ 
der sections 3(6) and 11(b) of the Act 

§ 811.103 Tax exemption of obligation*. 

(a> Subject to requirements of para¬ 
graphs ib> and <c) of this section, obli¬ 
gations. Including interest thereon, is¬ 
sued by Public Housing Agencies in 
connection with low-income housing 
projects developed, acquired or assisted 
under the Act shall be exempt from all 
taxation now or hereafter Imposed by 
the United States, whether paid by such 
Agency or by the Secretary. 

<b) To be tax exempt under paragraph 
(a) of this section, obligations must be 
issued In connection with a low-income 
housing project approved by the Depart¬ 
ment and the amount of the obligations 
must be approved by the Department as 
prescribed in S 81 LI04. An application 
for a project financed by tax exempt ob¬ 
ligations shall be made on a form pre¬ 
scribed by the Department and must be 
made in accordance with regulations ap¬ 
plicable to the project. In order to be 
eligible for a project involving tax ex¬ 
empt obligations, the applicant must be 
approved by the Department as a Public 
Housing Agency and must further be ap- 
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proved as qualified to carry out the 
project. 

(c) To obtain the Department's ap¬ 
proval of an applicant under paragraph 
<b> of this section: 

U) An applicant must Identify any 
prior annual contributions contract un¬ 
der the Act (or under the United States 
Housing Act of 1937 prior to its amend¬ 
ment by the Housing and Community 
Development Act of 1074) to which con¬ 
tract it is a party and the applicant must 
also identify any pending application it 
has made for a contract under the Act. 
If the applicant has not previously en¬ 
tered into an annual contributions con¬ 
tract. it must furnish sufficient evidence 
to establish that: 

(1) It is legally authorized to engage In 
or assist in the development or operation 
of low-income housing; and 

(il) It has the legal capacity to carry 
out the low-income housing project as 
described in its application. 

(2) If the applicant is applying as an 
agency or Instrumentality in accordance 
with Sec. 811.102(c), the applicant, in 
addition to complying with paragraphs 
(c)(1) (1) and (ii> of this section, must 
identify the parent entity, must estab¬ 
lish the qualifications of that entity un¬ 
der paragraph (c) of this section and 
must submit documentary evidence of 
the designation or creation of the ap¬ 
plicant as the duly authorized agency or 
instrumentality of the parent entity with 
powers to carry out the low-income 
housing project described in the applica¬ 
tion. 

§811.101 Approval of amount of obli¬ 
gations. 

Obligations shall be tax exempt under 
i 811.103(a), only if the amount of the 
obligation is determined by the Depart¬ 
ment not to exceed the estimated reason¬ 
able development cost of the project plus 
reasonable expenses of issuing the obli¬ 
gations. 

§811.105 Exemption of certain addi¬ 
tional obligation*. 

Sections 811.103 <b) and <c) and 811.- 
104 shall not apply to any obligations 
sold and delivered prior to 5 p.m., e.d.t., 
January 22. 1075; Provided, That evi¬ 
dence of such prior sale and delivery is 
submitted to the Department and the 
Department certifies the fact of such 
prior sale and delivery. 

(Sec. 7(d) of the Department of Housing and 
Urban Development Act, 42 USC 3535(d); 
»ec. 301(b) of the Housing and Community 
Development Act of 1074. 42 USC 1437, note; 
bee 5(b) of the United States Housing Act 
of 1037, 43 USC 1437c(b).) 

Effective date: These amendments 
shall be effective May 27,1075. 

Carla A. Hills, 
Secretary of Housing and 
Urban Development. 

[TO Doc.75-13744 Filed 5-23-75:8:45 am] 


Title 29—Labor 

CHAPTER V—WAGE AND HOUR DIVISION, 
DEPARTMENT OF LABOR 

PART 545—HOMEWORKERS IN 
INDUSTRIES IN PUERTO RICO 

Minimum Wage Rates for Piece Work 

Pursuant to the Pair Labor Standards 
Act of 1038 (52 Stat. 1062, as amended 
(29 U.S.C. 206). including the Pair Labor 
Standards Amendments of 1974 (Pub. L. 
93-259; 84 8tat. 35)), and Reorganiza¬ 
tion Plan No. 6 of 1950 (3 CPR 1949-53 
Comp.; p. 1004). Secretary’s Order No. 
13-71 (36 FR 8755) and Employment 
Standards Order 1-74 <39 FR 33841), I 
hereby amend Part 545 of Title 29 of 
the Code of Federal Regulations by In¬ 
creasing proportionately the piece rates 
in industries in Puerto Rico as the result 
of the Fair Labor Standards Amend¬ 
ments of 1974. As the revised rates are 
commensurate with and reflect the in¬ 
creases in rates under the Fair Labor 
Standards Amendments of 1974 and arc 
made pursuant to section 6 of the Act. 
it is found that notice and public pro¬ 
cedure are unnecessary and good cause 
is found to curtail extensive delay in the 
effective date. 

As revised, 5 545.9 reads as follows: 

§ 515.9 Minimum plw rate# prescribed 
by the Administrator. 

Pursuant to the provisions of section 
6(a)(2) of the act, each homeworker 
shall be paid in lieu of the applicable 
minimum hourly rates established by 
wage order, not leas than the piece rates 


prescribed in this section for the oper¬ 
ations described herein. On and after 
the effective date of any increase In any 
applicable minimum hourly rate estab¬ 
lished by said wage orders and until the 
effective date of corresponding revisions 
in this section, the minimum piece rates 
which shall be paid are th066 given in 
this section adjusted in the same ratio 
as the change in the old and new ap¬ 
plicable minimum hourly rates. 

(a) Minimum piece rates /or the gloves 
and mittens industry in Puerto Rico. The 
piece rates given below have been ad¬ 
justed to reflect Increases in the mini¬ 
mum hourly wage rates for the "hand- 
sewing on fabric gloves’' and the "hand¬ 
sewing on leather gloves" classifica¬ 
tions. The piece rates shown are those 
which became effective on May 1. 1974 
and those effective May 1, 1975 as a re¬ 
sult of the Fair Labor Standards Amend¬ 
ments of 1974. The piece rates for opera¬ 
tions on fabric gloves are based upon 
the minimum hourly rate for the ‘‘hand- 
sewing on fabric gloves" classification 
which was increased from 50 cents to 
$1.20 on May 1, 1974. and to $1.32 effec¬ 
tive May 1, 1975. The piece rates for 
operations on leather gloves are based 
upon the minimum hourly rate for the 
"hand-sewing on leather gloves" classi¬ 
fication which wras increased from 80 
cents to $1.20 on May 1, 1974. and to 
$1.32 effective May 1, 1975. Each piece 
rate below has been Increased by the 
same percent as the hourly rate upon 
which it is based was increased. 

<1) Piece rates effective May 1. 1974. 


Fabric Leather glove* 

II*?* Op** rut km* glove* (or - — - UrtJI of 

No. ladle* UdW Men’* payment 

(oenu) (cent*) (oral*) 


I Feather flitch, 5 to ft Hitch** per inch..^. U77 0 491 ..Per lorb. 

ft large Hitch Giusky), & to ft ftltche* per Inch.—. 1.471) I >o 

7 Regmar witch, ft to ft Hitches per Inch.. I 21) L1U3 1.470 I>o. 

R 8Up Hitch, hem only, ft to 6 Mitch** per lath.._ .7V4 1. Ml LOftl Do. 

10 Swagger stitch, A to ©at Itches per into. 1 ZS1 i &S1 1.47U I h\ 

11 Whip Hitch, ft to ft stitch** per Inch.._ LSI L SS3 L47V Do. 


(2) Piece rates effective May 1, 1975. 


Operation* 

Fabric 

Leather gloves 

Unit of 
payment 

flat* 

No. 

(cam*) 

ladle** 

(ortttf) 

Men'* 

(cents) 

6 

ft 

7 

1 

10 

Feather eliteh. ft to ft flitches per inch. — .... 

Large fUlrh (husky). 5 to ft itilchrs per loch. 

Regular nUtrh. ft to ft «Utrb<* per loch.. 

Slip stitch. hern only, ft toft ftltrho per Inch...__ 

Swagger eUtrh. ft to ft stitches per Inch... 

SLOftft 

1.3M 

.871 

1.144 

0 MO . 

1.7W 

1.i«7 

L 70ft 

l.«27 
L827 
I. 187 
1.827 

Per Inch. 

Do. 

Da 

Do 

Do. 

11 

Whip Witch, ft to ft stitches per Inch.. .. 

1.154 

l. 70S 

L«27 

Do. 


(b) Minimum piece rates for the hand - 
kerchief, scarf, and art linen industry in 
Puerto Rico. The piece rates given below 
have been adjusted to reflect increases 
in the minimum hourly wage rates in the 
industry. The piece rates shown arc 
those w r hich became effective on May 1, 
1974 and those effective May 1, 1975, as 
a result of the Fair Labor Standards 
Amendments of 1974. Of the rates given 


below, number 37(b) Is based upon the 
minimum hourly rate for the "oblong 
scarves" classification which was in¬ 
creased from $1.60 to $1.75 on May 1. 
1974, and to $1.90 effective May 1. 1975. 
Rates numbered 106, 107, and 108 are 
based upon the minimum hourly rate for 
the "other operations on products other 
than oblong scarves" classification which 
was increased from 85 cents to $1.20 on 
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May 1, 1974. and to $1.32 effective May 1. 
1975. All other piece rates are based upon 
the minimum hourly rate for the -hand¬ 
sewing on products other than oblong 
scarves” classification, which was In¬ 


creased from 78 cents to $1.20 on May 1. 
1974, and to $1.32 effective May 1, 1975. 
Each piece rate below has been increased 
by the same percent as the hourly rate 
upon which it is based was increased. 


Hal* EfTvctWr Effective 

No. Oprrtdiurui May 1,1*74 May 1,1075 Tntt of payment 

<crtrta) (overt*) 


1 

2 

6 

« 

7 

M 

0 

10 

11 

13 

15 

Hi 

20 

1 

m 

23 

24 
34 

M 


31 

3 2 
51 
35 


47 

4A 

49 

m 

T1 

72 

73 


106 

HIT 

1(16 


100 

no 

in 

m 

113 

114 


AronJllaa <9 *«h 1 flitch), clow, Y § In »_ 

Arcnillaa owed Mitch). acntirrcd H tu viuorr* .. .. 

Biuting fttlrh for tr i mming , loaning mm**, etc, 4 
•tflcnm fwr Inch. 

BaMing end folding bem on edge* op to 1H Inch brm... 

Buttonhole stitch, 14 JlttclMa p« Inch-..'I. I.. ”11 

HultoolwU* Mitch. 24 to SO %tltch*s \m Inch. 

Chain stitch, 4 ?t Itches per lnch._._.. 

Chain stitch, h silt rives per Inch. 

(lord solid, on item... . 

Couching or Rat card. 4 rtllrhr* per Inch.... 

Cros* rCItrh. 6 aroeaee prr inch . 

DalaJc*. 12 to 15 ptltriiee. with doublecmbrtrttlury thread. 

Dui*. baby, not finished off, 2 to 3 fUtdns_ 

Dot*, large, iw>< filled in. finished off, 12 atltcivas. ... 

DoU, large, HD*d In. finished off, over 12 sUtrbflS_ 

Dot*. lafg*. not In. Jfaialved off. over 12eUtchrs... 
Dot*, medium, not filled In, finished off, 3 to 9 stltrlic*., 
DaT*. medium. In groups, not finhfbrd off. & •titebes, 
with double emtnuMliry Ihrrad. 

Dot*. medium. finished off. 5 MJtcIuw. with double 

. l . t * - | * - -a 

ainDiuHien T iitfwl 

Exnl>mbl«‘r>'. «oUd, straight, or diagonal. wuue a* Imago 
rtitrh. BIUnI tn. loo**. 

Biw h r ol d wr, «mlkl. straight nr diagonal, nunc m image 
stitch, not Qikd In, loose. 

Faultier Mitrh. 12 stltchos prr Inch.... 

Feather stltcli cord_.. 

French knot*, not fhti.dvcd «ff. . 

French knot*. Uni rived off, aitli doutdc embroidery 
thread. 

Hand or French rolling. 10 aU4cb*s «r lea* per inch: 

(a) 8«iuan* »r*rvea..... 

(b) OMong scarves...._ 

Hand or Fret»rh rolHiig, 11 Milrhas or more per Inch_ 

1-raven, simple.. 


lasvea. solid, not finished off. u* in long.. 

Lrovs*. solid, not finished off. Sin toHin long... 
Leave*, solid, not finished off. Hlu to * 4 In louit ... 
Rose buds, worm stitch. 4 worms, 2 colors or tonr*.. 

Shadow Mitch, up to ft In wide.. 

Fpldnrs. 4 kg*—.... 

Spiders. 6kff*—.. 


Fcjuxpt Cvtttno 

Hand-rutting nuuddoe-rmbroMcred shallow, curved 
srallope on handkerchief* <ir square srarvea: 

Small, meow ring horn Ns In up to Imt not including 
ft in along outside edge 

.Medium, tixwtirlnic from H In up In but not hitludu*c 
Jv In along outside edre. 

Lone*. measuring from •% In to and Inclusive tiT 1 * * In 
ukmg out dd* edge. 

N*H>t iri<!V7 Or mia no**» 

Compart florals. figures, and laiwKwin »... 

Scattered flurol**.......... 

Scattered llorsh i*on*i sting of bonlrrs tic garlands only.. 
ComblnoUtnu of compact r*nUa and wattefed t»ord«rs 
In which the fomp^v. t iKwtnm totals 45 percent or mow 
of the latal dcffffB. 

Con»liU«atJ<m5 of com pat! rerder and scattered borders 
In wlilrii ghe ooaiiiact (torUoii totab lea* than 45 per¬ 
cent o! the t sillre design. 

Mutt be added to the above plwe rates to cover thumb- 
tJuk Aiouiit I'M Mi finune for each piece at canvas. 
Employers twug other meUnxIs must set individual 
rfar j i- >uriling and rvinavtag canvas In accordance 
with Section 545.1(1. 


144- €0 

1SL 40 

Per dosen. 

72. • 

79.20 

Da. 

6.0) 

6.00 

Per damn Inches. 

2. Fl 

2.64 

Da 

24.00 

■ m 

I>0b 

24 00 

26.40 

1 x>. 

•A® 

30.00 

1K>. 

(LOU 

A0 0 

DO. 

12. OS 

13.2D 

Do. 

37.A6 

41.31 

1>0. 

ton 

AflO 

Da 

2L6& 

2ft. II 

Do. 

34.0) 

30.00 

r*r dotco. 

0.06 

10LU6 

Da 

llLOO 

19.80 

Da 

BA 00 

39.00 

Do, 

24.00 

3a 40 

Da 

15. KS 

17.44 


10. 22 

tl. 34 

Da 

1X5S 

1161 

lia 

4ft 00 

53.80 

For duann Inches. 

ML 00 

39.00 

Do. 

26 64 

29.35 

Do. 

ll.rtk 

15.4(9 

Da. 

5,06 

AflO 

I'er doccn. 

V 00 

la 50 

Do, 

33. \<2 

37.31 

r«r 48 Inches. 

4^.46 

53.70 

Do. 

40.75 » 

44.83 

Da * 

4.46 

4. US 

For <!o**n. 

15.95 

17.55 

Do. 

24,00 

JA40 

i 

4H.OO 


Da 

35.65 

*>.22 

Da 

77.31 

SS.04 

Do. 

24. U0 

□A 40 

Da 

46.94 

51.43 

Do. 


<3,54 

«Ltt 

Pw duac 

80 00 

ML 00 

Da 

120 00 

moo 

1^0. 

134.00 

137. 2ft 

P*r 1.0K 

134.40 

147.94 

Da 

114.00 

i *40 

Da 

ISA 40 

147.94 

Da 

144.00 

15A40 

Da 

A40 

10.56 



1 These piece rate* do oat Apply to the following type* of needlepoint: a. Florals loivlag more tlas lo.uuo stttcbee, 
b. 5’kinds living mow than an color tone*, c. Figures and lambraiie* laving mom than fiOUOalilchea d. Final 
and huidarapn having mom than 25 color loom. e. PcUt polnL f. fitainped grwipolnt. 

J A soaimct design in one In which 50 percent or mom of the finished pfeoe ooolalas no apaom of onaewn mnvao. 

* A acattered design Is one In which 50 percent or more of the component parts, wlien finished, i 
spaces of unaewn esnna. 


, arc sepamted by 


(c) Minimum piece rates far the children's dress and related products industry in 
Puerto Rico. The piece rates given below have been adjusted to reflect increases In 
the minimum hourly wage rates for this Industry. All activities covered In this 
industry increased from $1.60 to $1.75 an hour on May 1, 1974, and to $1.90 an hour 
effective May 1.1975. as a result of the Fair Labor Standards Amendments of 1074. 
Each piece rate below has been Increased by the same percent as the hourly rate was 
Increased. 
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No. 


Operation* 


Rffnrtiv* Kflrctiw 

May 1,1V74 May 1.1V7S 
(rents) (cents) 


Unit of payment 


11 Buttons rewed on with double thread, 2 Vo 3 stitches_ 

It Buttonhole stitch, fJoK».. 

23 Dots. baby, not finished off, 2 to 3 stitches. 

24 Dots, medium, not filled In, flikrihed off, 3 to 9 stitch*.. 

2» Feather stitch, 12 stitches per Inch. 

30 Feather stitch cord...~. 

3 2 French knots, not finished off.... 

41 Learns, open l i Inch km* . 

42 Leaves, open. S inch to H Inch long... 

43 lAittf, wmpls........ 

44 Leaves, solid, not nnlxhrd off, W Inch lone. 

45 Leav*. w>lld. tvrt flubbed off.'i| Inch fotur 

♦0 Ix*aT»*s, solid, not finished off. H Inch to T> Inch kmc - 

47 Leaves, solid, finished off. ff inch to Inch lone_... 

01 Rose buds, worm stitch 4 worms, l or 2 colon or tones.. 
. «2 Harming itUrh on hems up to 1 inch wide, 12 stitch*® 
per inch. 

«3 Running stitch on fax*.... 

64 Huurung sUtrb for plain sewing. 

72 P mod tlig........ 

7* Tucks. Stamped, Its Inch to H lru-h wide, up to 6 Inches 


24.17 

23 46 

Per doom. 

167.60 

171.00 

Per yard. 

14.68 

15.88 

Per doccn. 

23.00 

25.07 

Do. 

ltd 66 
61.41 

12306 
ML 67 

Ter jrard. 

6.M 

7.30 

Per doren. 

70.00 

76.00 

Do. 

Info no 

114.00 

!>.. 

foM 

7.10 

Do. 

19. 21 

3UM 

Do. 

23.34 

25.34 

Do. 

3A.00 

33 00 

K 

70. <10 

76.00 

Do. 

62.00 

5346 

Do. 

60.39 

64.71 

Per yard. 

46.46 

60.43 

Do. 

81.66 

34.30 

Do. 

1.44 

1.66 

Per doted l 

64.76 

fM. 44 

Per down. 


(d) Minimum piece rates for the wom¬ 
en's and children's underwear and wom¬ 
en's blouse industry in Puerto JRico. The 
piece rates given below have been ad¬ 
justed to reflect increases in the mini¬ 
mum hourly wage rate for activities in 
the "pre-1961 coverage” classification of 
this industry. The minimum wage rate 
for these activities was increased from 
$1.54 to $1.69 an hour on May 1, 1974, 
and to $1.84 an hour effective May 1, 


1975 as a result of the Pair Labor Stand¬ 
ards Amendments of 1974. Each piece 
rate below has been increased by the 
same percent as the hourly rate upon 
which it is based was increased. The piece 
rates for rates numbered 11, 38 and 73 
are not applicable when the operations 
are performed on articles wholly ma¬ 
chine sewn or machine knit. 

tl) Piece rates effective May 1,1974. 




Bkwsrs. 

neckwear. 

Cotton 




and silk and 

underwear 


Rate 

Operation* 

synthetic 

and 

Vnl* of payment 

No. 

underwear and 
nightwear 
(rents) 

night wear 

(cents) 

11 

Buttons sewed on with double thread. 2 to 8 stitches_ 

22.08 

(9.M 

Psr damn. 

14 

Buttonhole stitch, eke*.. 

162.10 

i h m 

Prr vwtL 


17 


13 


23 

23 

3M 

20 

m 

| 

30 

41 

42 

43 

44 

45 

46 

47 
32 
AS 
M 


66 r»i 


Cutui* material applied over lac* with hand-embrul<l- 
ered solid <wrd stitch. 

Hand rutting material over lore apnllrjtM or oth«r 
mult-rial and ai edges of garment following machine 
embroidered cord, large outline, around scaboja 
measuring 1 In or more. 

Hand'calling material over lace applique or othsr ma¬ 
terial and at edge* of rarroeiil following machine 
embroidered cord, email outline around icallopa 
measuring hw than 1 in. 

Cutting material under la» or at ream*, straight out¬ 
line, following hand-sewing operation. 

Cutting material under lace or at reams, straight out¬ 
line. tolkiwir* machine operations. 

Hand-cutting material underneath straight or nearly 
straight outline. 

Hand-cutting material underneath Irregular outline_ 

Doll, baby, not finished off, 3 to 3 stitches.. 

Dots, medium, not rdled in, finished off, 8 to 3 flitch*.. 

Feather stitch, 12 stitch* per Inch.. 

Feather stitch cord.-... 

French knots, not finished off._ 

Hemming stitch for fcUtag. ouffs. collar*. (dockets, and 
waist lKinds. 8 to 10 stitches per Inch. 

Leaves, open, M In long. 

Leave*, onrn. 4* In to la long., 

Leaves, ample...... ....Hi 

Leave?. solid, not finished off, '< In long. 

Leaves, solid, not finished off. J4 In long. . . 

Leaves, solid, not finished off, H in to H in long_ 

Leaves, solid, finished off. K in to H In tong.. 

Parados, short. 1 In to 8 In... 

Patches, sewed on with single point do lure... 

Patch*, rectangnlsr, sewed on with blind stitch, up to 
U4 in. 
atHtas, 


28.13 




3. 43... Do. 


7.76- 


Da 


3 A0 

3M 

Da 

360 

990 

Da 

18 .... 


Da 

393_ 


Da 

14.07 

12 70 

Per doccn. 

H M 

aa w 

Da 

D3 fi 

60. SO 

101.40 

63.37 

Per gird. 

7.U 

6B 

Per dorm. 

75.60 

69 06 

Per ysnt 

67.60 

60. H4 

Prr dare a. 

RH.40 

91.26 

i s 

7.06 

5.66 

Da 

13 67 

16,71 

IK> 

22.62 

20 26 

Da 

33.80 

80 42 

Da 

47.60 

H fi 

Da 

r __ * 

16.76 

Per doccn pasadas. 

333 66 

3CTJLW 

Per yard. 

Per doson Inches. 

21.26 

19.12 


, sewed on with solid cord, cutting and basting 


Rose buds, worm stitch. 4 worms, 1 or 2 colon or ton*... 
filiodow stitch, up to H to wide... 


72 Smocking.. 
It * 

73 


Snaps, sewing on both rid*. 

Tools, stamped. Hs in to M In wide, up to 8 In 


331.94 

60 22 
326.72 
1.80 
33. N 't 
62.87 


238L12 Per yard. 

44U8 Per doren. 

204.06 Per yard. 

1.74 P«r down stitch*, 
30.42 Pv dmon. 

47.69 Da 
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(2) Piece rates effective May 1.1975. 


KaU> Operation* 

No. 


liiouw*, 
neckwear, 
ond silk and 
synthetic 
underwear and 
tughtwmr 
(cent*) 


Cotton 

undenmar 

and 


nightwear 

(cunU) 


Unit of paytnent 


11 Huttons wwed on with dould* thread, 2 to 1 fUtches _ 

M Buttonhole stitch. dose. .. 

10 Cutting material s|»plk>«l over bee with bond'em broi- 
<iere<i solid cord stitch 

IT Hand rutting material over lace aptjUijor or other 
material and at edges of garment following mm* hi on 
embroidered cord, large outline, around scallops 
tiinuurtnf l in or more, 

is Ifikiul cutting material over be* apoUqun or other 
materia) and at edge* of garment toflowin* machine 
embroidered cord, small outline, around scallops 
iursouring Iras than 1 In. 

til ( utting material umler lace or at warns, straight out¬ 
line, following hand (*>wtng operation. 

M Cutting material under lace or at seams, straight out¬ 
line, following machine oprrutiom. 

21 Hand cutting material underneath straight or noarljr 

straight outline. 

23 Hand cutting material underneath Irregular outline. .... 

3 Dots, baby, not finished off, 2 to 3 stltrbos . 

34 Dots, medium, not filled in. finished off, ti to v stitch**.. 

'ju Feather stitrb, 12 flitches per Inch. .... 

3a Feather stitch cord ......... 

22 French knots, not finished off ....... 

Hern ruing stitch for felling, ruffs, collars, plackets, and 

waist bands, 8 to to stitches per inch. 

41 brave*, open, H In long. . 

42 Leaves, open. n In to n In long . 

43 Leave*, simple.... ... 

44 Leaves, solid, uot finished off. W (n long . 

43 Leaves, solid, not finished off, b In long_ __ _ 

4A Leaves, solid, not finished, off H In to H In long . 

4T Leaves, solid, linbbed off, H in to H in long . 

32 Posadas, short. 1 In to k in .. 

33 Patches, sewed oo with single point de turv . 

34 Patchy, rectangular, sewed on with blind stitch, up to 

lHtn. 

33 Patches, * wed on with solid cord, cutting and hwiiug 
included. 

fit Rose buds, worm stitch. 4 worms. I or 2 colors or tones.. 
«i Shadow stitch, up to H In wide . 

72 Smocking ..... 

73 Snara, sewing on tK»lh sidr*... . 

7* Tucks. stamped, Ms In to >4 In wide, up to 6 In long ... 


34. tH 

16V 60 

23. M 

21.63 

149.04 

72. m 

Par dozen. 
IVr jrortl. 

3.73 ... 


Do. 


&. 14__ Do. 


10.34 

1(134 

2.86_ 

4. 3R 
I V 33 
24.21 
122 . 6* 

61 VI 

7.60 

tan 

73. (SO 
110.40 

7.61 

20 . 2 ! 

24,52 
36 W) 

73CCJ 


306 33 
A 13 

360, 64 

5L6A 
333.7*2 
1.31 
36 80 
67.36 



Da 

1534 

Da 

(**»#* > •* 

Da 


Do. 


Far (team. 

2L8T 

Do. 

110.40 
M. 11 

Far gird. 

500 

Far doun. 

71. 00 

For yard. 

66.94 

Far (loam. 

VO. 36 

Do. 

a 16 

Do. 

lii. 10 

Do. 

22.01 

Do. 

33.13 

Do. 

66.94 

Do. 

17.16 

Prr down pasadas. 

32*. 88 

Far yard. 

20.82 

Per down Inches. 

324.36 

Par yard. 

40.lt 

Par down. 

3*114 

For yard. 

1.16 

Prr down stitebaa. 

33.12 

Prr down. 

51.81 

Do. 


<e) (Reserved] 

<f) Minimum piece rates for the leather. leather goods and related products indus¬ 
try in Puerto Rico . The piece rates given below have been adjusted to reflect 
increases in the minimum hourly wage rate for the "other products and activities" 
classification of the industry. The minimum hourly wage rate for this classification 
was increased from $1,425 to $1,575 on May 1. 1974, and to $1,725 effective May 1. 
1975, as a result of the Pair Labor Standards Amendments of 1974. Each piece rate 
below has been increased by the same percent as the hourly rate was increased. 


IUU 

No, 

Operations 

KffecUve 
May 1, IV74 
(cents) 

Effective 
May 1, 1075 
(cents) 

Unit of payment 

1 

Hand-bring, Magi* slUrb, with plastic being material, 
of bather wallets and bather wallet corses. 

1.02 

2.10 

Per dosen stitebaa. 

2 

Hand-bring. double stitch. with plantir bring material, 
of bather wallet* and loot her wallet covers. 

4.73 

5 IS 

Do. 

3 

Hand-bring, double stitch, with plastic bring material, 
of plastic wallets. 

6.87 

643 

Da 


(52 Slat. 1000 (29 U.S.C. 206) ). 


Signed at Washington. D.C. this 16th day of May 1975. 

Warren D. Landis. 
Acting Administrator. Wage and Hour 
Division. U.S. Department of Labor. 
(PR Doc.75-13599 Filed 5-23-75:8:45 amj 


Title 43—Public Lands: Interior 

CHAPTER ||—BUREAU OF LAND 
MANAGEMENT 

APPENDIX— PUBLIC LAND ORDERS 

(Public Laud Order 5499: Idaho 5276) 

IDAHO 

Revocation of Reclamation Withdrawals 

Correction 

In PR Doc. 75-12127, appearing on 
page 20084 in the issue of Thursday, 
May 8 1975. make the following change: 
in the second column, the thirty-first 


line of the description for Boise Meridian 
should read, "SWygSBVeSWVi, SEV* 
SE^SEVa". 


Title 45—Public Welfare 

CHAPTER VII—COMMISSION ON CIVIL 
RIGHTS 

PART 704—INFORMATION DISCLOSURE 
AND COMMUNICATIONS 

Freedom of Information: Miscellaneous 
Amendments 

On page 17267 of the Federal Register 
of April 18. 1975, there was published a 


proposal to amend 45 CFR Part 704, 
5 704.1 Materials available pursuant to 5 
U.S.C. 552 as amended. The amendments 
add a definition section to 1 704.1 for key 
terms. All of the previous 5 704.1(d) is 
deleted and replaced by a new <d> which 
establishes request procedures, Commis¬ 
sion response standards, and time limi¬ 
tations on Commission action on FOIA 
requests. This new section complies with 
the requirements of 1974 FOIA amend¬ 
ments. Section 704.1(e) was published as 
a proposed rule in January 1975 and now 
is further amended to add provisions for 
waiver or reduction of fees, appeals from 
denials of waiver or reduction of fees re¬ 
quests. Commission action on such re¬ 
quests. and time limitations on Commis¬ 
sion action. Section 704.1(f) (1) has been 
amended to reflect statutory changes in 
FOIA exemptions one and seven. The 
Commission amendments delete I 704.1 
(f) (2) and (3) and replace those pro¬ 
visions with new paragraph (f) (2) and 
(3) which comply with the 1974 FOIA 
amendments by incorporating the 
changes in exemption 7 regarding inves¬ 
tigatory records and adding the require¬ 
ment on the Commission to delete only 
the exempt portions of requested records 
and not the entire record. The appeals 
paragraph 5 704.1(g) is replaced in its 
entirety; although much of the original 
provision is retained (in different form), 
time requirements on the Commission are 
added for processing appeals, including 
a provision for extension of time as au¬ 
thorized under 5 U.S.C. 552(a)(6)(A). 

As a result of comments received, the 
following changes are made: 

1. In 5 704.1(d) (1) (11) the cross refer¬ 
ence is to 5 704.1(d) (IMi) <B> Instead of 
5 704.1(d) <l)(l) (A) as stated in the pro¬ 
posed rules published on April 18. 1975. 

2. Section 704.1(d) (1) Oil) of the pro¬ 
posed rules contained a cross reference 
to 5 704.1(d) (1M1MB) and that "<B)"in 
the cross reference is omitted. 

Accordingly, with these changes and 
additions, the proposed amendments are 
adopted as set forth below. 

Arthur S. Flemming. 

Chairman. 

§ 701.1 Material available pursuant to 

5 UAC 532. 

(a) Purpose, scope, and definitions. (1) 
This section contains the regulations of 
the U.S. Commission on Civil Rights im¬ 
plementing 5 U.S.C. 552. These regula¬ 
tions inform the public with respect to 
where and how records and Information 
may be obtained from the Commission. 
Officers and employees of the Commis¬ 
sion shall make Commission records 
available under 5 UJ3.C. 552 only as pre¬ 
scribed in this section. Nothing contained 
in this section, however, shall be con¬ 
strued to prohibit officers or employees 
of the Commission from routinely fur¬ 
nishing information or records which are 
customarily furnished in the regular per¬ 
formance of their duties. 

(2) For the purposes of these regula¬ 
tions the terms listed below are defined 
as indicated: 

"Commission" means the United States 
Commission on Civil Rights; 
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“General Counsel” means the General 
Counsel of the United States Commission 
on Civil Rights or his/her designee; 

“FOIA” Freedom of Information Act, 
5 U S C. 552; 

"FOIA Request” means a request in 
writing, for records pursuant to 5 U-S.C. 
552 which meets the requirements of 
704.1 (d) herein. These regulations do not 
apply to telephone or other oral com¬ 
munications and requests not comply¬ 
ing with 704.1(d) <1 Mi); 

“Staff Director” means the Staff Di¬ 
rector of the United States Commission 
on Civil Rights. 

(b) General policy. In order to foster 
the maximum participation of an in¬ 
formed public in the affairs of Govern¬ 
ment, the Commission will make the 
fullest possible disclosure of its identifi¬ 
able records and information consistent 
with such considerations os those pro¬ 
vided in the exemptions of 5 U. 8 .C. 552. 
which are set forth in paragraph (f) of 
this section. 

<c) Material maintained on file pursu¬ 
ant to 5 U.S.C . 552(o> <2>. Material main¬ 
tained on file pursuant to 5 U.S.C. 552(a) 
< 2 > shfll be available for inspection dur¬ 
ing regular business hours at the offices 
of the Commission at 1121 Vermont Ave¬ 
nue. NW., Washington. D.C. 20425. Copies 
of such material shall be available upon 
written request, specifying the material 
desired, addressed to the Office of Gen¬ 
eral Counsel. U.S. Commission on Civil 
Rights. Washington. D.C. 20425, and 
upon the payment of fees, if any, deter¬ 
mined in accordance with paragraph (e> 
of tills section. 

(1) Current index. Included in the 
material available pursuant to 5 UJ3.C. 
552(a)(2) shall be an Index of: 

(!) all other material maintained on 
file pursuant to 5 U.S.C. 552(a) (2); and 

(ID all material published by the Com¬ 
mission In the Federal Register and 
currently in effect. 

(2) Deletion of identifying details . 
Wherever deletions from material main¬ 
tained on file pursuant to 5 U5.C. 552(a) 
( 2 ) are required in order to prevent a 
clearly unwarranted invasion of privacy. 
Justification for the deletions shall be 
placed as a preamble to documents from 
which such deletions are made. 

(d) Materials available pursuant to 5 
U.S.C. 552(a)(3). 

( 1 ) Request Procedures. (1) Each re¬ 
quest for records pursuant to this sub¬ 
section shall be in writing over the sig¬ 
nature of the requester, addressed to the 
Office of General Counsel, UJ 8 . Commis¬ 
sion on Civil Rights, Washington, D.C. 
20425 and: (A) Shall clearly and prom¬ 
inently be Identified as a request for in¬ 
formation under the Freedom of Infor¬ 
mation Act (if submitted by mail or 
otherwise submitted in an envelope or 
other cover, be clearly and prominently 
identified as such on the envelope or 
other cover—eg., FOIA); and (B) shall 
contain a sufficiently specific description 
of the record requested with respect to 
names, dates, and subject matter to per¬ 
mit such record to be identified and lo¬ 
cated; and (C) shall contain a statement 
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that whatever costs involved pursuant to 
5 704.1(e) will be paid, that such costs 
will be paid up to a specified amount, or 
that waiver or reduction of fees is re¬ 
quested pursuant to 5 704.1 (e>. 

(iii If the information submitted pur¬ 
suant to I 704.1(d)(DUMB) is Insuffi¬ 
cient to enable identification and loca¬ 
tion of the records, the General Counsel 
shall as soon as possible notify the re¬ 
quester in writing indicating the addi¬ 
tional information needed. Every rea¬ 
sonable effort shall be made to assist In 
the identification and location of the 
record sought. Time requirements under 
these regulations are tolled from the date 
notification under this subsection is sent 
to the requester until an answ er In writ¬ 
ing to such notification is received from 
requester. 

Oil) A request for records which is not 
in writing or docs not comply with 
I 704.1(d) <l)(i) Is not a request under 
the Freedom of Information Act and the 
10 day time limit for agency response 
under the Act will not be deemed ap¬ 
plicable. 

<iv) Except as otherwise provided 
herein, the Oeneral Counsel shall imme¬ 
diately notify the requester of noncom¬ 
pliance with S 704.1 (d)41)(I)(C) and 
1 704.1(e). 

(2) Agency determinations. <i) Re¬ 
sponses to all requests pursuant to 5 
U.S.C. 552(a)(3) shall be made by the 
General Counsel in writing to the re¬ 
quester within 10 working days after re¬ 
ceipt by the Oeneral Counsel of such re¬ 
quest except as specifically exempted 
under 5 704.1(d)(1) ill), <lii> and (iv). 
and shall state: (A) Whether and to 
what extent the Commission will comply 
with the request; (B) the probable avail¬ 
ability of the records or that the rec¬ 
ords may be furnished with deletions or 
that records will be denied as exempt 
pursuant to 5 U.S.C. 552(b) (I)-(ix); 
(C) the estimated costs, determined in 
accordance with 704.1(e) herein, includ¬ 
ing waiver or reduction of fee as ap¬ 
propriate and any deposit or prepayment 
requirement; and <D> when records are 
to be provided, the time and place at 
which records or copies will be available 
determined In accordance with the terms 
of the request and with 5 704.1(d)(3), 
Such response shall be termed a deter¬ 
mination notice. 

(11) In the case of dental of requests 
in whole or part the determination no¬ 
tice shall state: (A) Specifically what 
records ore being denied; (B> the reasons 
for such denials: (C) the specific statu¬ 
tory exemption (s) upon which such 
denial is based; (D) the names and titles 
or positions of every person responsible 
for the denial of such request; and (E> 
the right of appeal to the Staff Director 
of the Commission and procedures for 
such appeal as provided under 5 704.1(g), 

(ill) Each request received by the Of¬ 
fice of General Counsel for records pur¬ 
suant to these regulations shall be re¬ 
corded Immediately. The record of each 
request shall be kept current, stating 
the date and time the request is received, 
the name and address of the person mak¬ 


ing the request, any amendments to such 
request, the nature of the records re¬ 
quested, the action taken regarding the 
request, including waiver of fees, exten¬ 
sions of time pursuant to 5 U.S.C. 552< n> 
( 6 ) (B). and appeals. The date and sub¬ 
ject of any letters pursuant to 5 704.1(d) 
( 1 ) or agency determinations pursuant 
to (d) ( 2 ) (I), the date(s) any records are 
subsequently furnished, and the payment 
requested and received. 

(3) Time limitations, (i) Time limita¬ 
tions for agency response to a request 
for records established by these regula¬ 
tions shall begin when the request Is 
recorded pursuant to 5 704.1 (dM2) (illi. 
A written request pursuant to FOIA but 
sent to an office of the Commission other 
than the Office of Oeneral Counsel shall 
be dated stamped, initialed and redi¬ 
rected immediately to the Office of Gen¬ 
eral Counsel. The required period for 
agency determination shall begin when 
it is received by the Office of General 
Counsel In accordance with 5 704.1(d) <2) 

(III). 

(ii) In unusual circumstances, pur¬ 
suant to 5 UB.C. 552(a) (6) (B ). the Gen¬ 
eral Counsel may. In the case of initial 
determinations under these regulations, 
extend the 10 working day time limit in 
which the agency Is required to make Its 
determination notification. Such exten¬ 
sion shall be communicated in writing to 
the requesting party setting forth with 
particularity the reasons for such ex¬ 
tension and the date on which a deter¬ 
mination is expected to be transmitted. 
Such extensions may not exceed 10 
working days for any request and may 
only be used to the extent necessary to 
properly process a particular request. 
Such extension is permissible only where 
there is a demonstrated need: (A) To 
search for and collect the requested rec¬ 
ords from field facilities or other estab¬ 
lishments that are separate from the Of¬ 
fice of General Counsel; (B> to search 
for. collect, and appropriately examine a 
voluminous amount of separate and dis¬ 
tinct records which are demanded in a 
single request; or (C) for consultation, 
which shall be conducted with all prac¬ 
ticable speed, with another agency hav¬ 
ing a substantial interest In the deter¬ 
mination of the request or among two or 
more components of the same agency 
having substantial subject matter inter¬ 
est therein, 

(e) Fees .— ( 1 ) Fee schedule: 

(i) Photocopy reproductions from all 
types of copying processes, each repro¬ 
duction image—$.03. 

<ii) Standard searching, per hour 
(minimum charge one-quarter hour) — 
$4.09. 

(ill) Searching requiring particular 
training or skills not required of clerical 
personnel, per hour (minimum one-half 
hour)—$ 8 . 88 . 

(iv) The above search fee Is not appli¬ 
cable to computerized record search: In 
situations Involving the use of computers 
to locate and extract the requested infor¬ 
mation charges will be based only on the 
direct cost to the agency, including labor, 
material and computer time. 
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<v) Thor© will be a charge of $1.00 
each for certification of true copies. 

(vi) Payment of fees shall be made by 
cash (If delivered in person), check or 
money order payable to "UB. Treasury". 

(2) The General Counsel may in his/ 
her discretion, waive fees in whole or 
part otherwise assessable under para¬ 
graph (e)(1) of this section where: 

(i) The total cost of providing the 
records is less than $5.00. 

(ii> Payment of the full fee by a State 
or local government agency, or nonprofit 
group would not be In the general public 
interest. 

(ill) The records have been requested 
by a Federal agency, a foreign govern¬ 
ment, or an international governmental 
organization. 

(3) Fees shall be waived or reduced 
for records requested in writing under 
5 704.1 when the General Counsel deter¬ 
mines that: 

(i) An Individual has provided suffi¬ 
cient evidence in a signed statement that 
he is indigent and that reduction or 
waiver would not constitute an unreason¬ 
able expense to the Commission. 

(ti> A person has demonstrated in a 
written statement that waiver or reduc¬ 
tion of the fees is in the public interest 
because furnishing the information pri¬ 
marily benefits the general public. Re¬ 
quests for waiver or reduction under this 
subsection must be accompanied by a 
signed statement indicating ability to 
poor 

(4) Whenever waiver or reduction of 
fee is granted only one copy of the record 
will be furnished. 

(5) Appeals from denials of requests 
for waiver or reduction of fees shall be 
considered by the Staff Director pursu¬ 
ant to the criteria set forth in 5 704.1(e) 

(2) and (3). Appeal procedure under this 
subsection shall be in accordance with 
1 704.1(g) herein. 

(6) Whenever a notification Is re^ 
qutred under 5 704.1(d) (1) (iv) or the 
estimated costs exceed the limit estab¬ 
lished by the requesting party and the 
General Counsel has not determined to 
waive or reduce such fees as provided 
herein, such notification shall: 

<i> Provide the requesting party with 
such information regarding cost as may 
bo available; 

(U) Extend an offer to the requesting 
party to confer with the General Counsel 
in an attempt to reformulate the request 
in a manner that will minimize the fees 
and still meet the needs of the request¬ 
ing party; 

(Hi) Inform the requesting party that 
the time requirement imposed by i 704.1 
(d)(2)(l) will be tolled pending a re- 
xormulation of the request, or receipt of 
aii agreement from the requester to bear 
the estimated costs. 

[11 Wllenever ft requesting party is 
notified of the possibility of an unpro- 
f^Uve search in accordance with 5 704.1 
a) (2) (i) (B), no search will be con¬ 
ducted until prepayment is made or 
waived under 5 704.1(e) (2) or (3). The 
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time requirement under 5 704.1(d) (2) <i> 
will be tolled from the date of dispatch 
prepayment as required. 

(8) Whenever the estimated cost of 
providing requested records exceeds 
$25.00. the requesting party will be so 
notified and required to prepay the esti¬ 
mated cost, unless waived, before a 
search for such records will be conducted. 
The time requirement under 5 704.1 
(d)(2) (1) will be tolled from the date of 
dispatch of notification until the re¬ 
quester makes prepayment as required, 
(f) Exemptions <5 UB.C. 552<b)) — 

(1) General. The Commission may ex¬ 
empt from disclosure matters that are: 

(1) (A) Specifically authorized under 
criteria established by an Executive 
Order to be kept secret in the Interest of 
national defense or foreign policy and 
<B> are in fact properly classified pur¬ 
suant to such Executive Order. 

<U> Related solely to the internal per¬ 
sonnel rules and practices of an agency; 

fill) Specifically exempted from dis¬ 
closure by statute; 

(iv) Trade secrets and commercial or 
financial information obtained from a 
person and privileged or confidential; 

(v > Interagency or intra-agency mem - 
oranda or letters which wrould not be 
available by law to a party other than an 
agency In litigation with the agency; 

<vl) Personnel and medical files and 
similar files the disclosure of which would 
constitute a clearly unwarranted in¬ 
vasion of personal privacy; 

(vli) Investigatory records compiled 
for law enforcement purposes, but only 
to the extent that the production of such 
records would: <A> Interfere with en¬ 
forcement proceedings; (B) deprive a 
person of a right to a fair trial or an im¬ 
partial adjudication; (C* constitute an 
unwarranted invasion of personal pri¬ 
vacy; (D) disclose the identity of a con¬ 
fidential source, and in the case of a 
record compiled by a criminal law en¬ 
forcement authority in the course of a 
criminal investigation, or by an agency 
conducting a lawful national security In¬ 
telligence investigation, would disclose 
confidential information furnished only 
by the confidential source; (E) disclose 
investigative techniques and procedures; 
or (F) endanger the life or physical 
safety of law enforcement personnel. 

(vtii) Contained in or related to ex¬ 
amination, operating, or condition re¬ 
ports prepared by. on behalf of. or for the 
use of an agency responsible for the regu¬ 
lation or supervision of financial institu¬ 
tions; and 

(ix) Geological and geophysical infor¬ 
mation and data, including maps, con¬ 
cerning wells. 

(2) Investigatory records (5 UB.C. 552 
(b)(7)). (i) Among the documents ex¬ 
empt from disclosure pursuant to 704.1 
(f)(1) (vli) shall be investigative files or 
similar documents reflecting investiga¬ 
tions which either are conducted for the 
purpose of determining whether a viola- 
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Lion's) of legal right has taken place, or 
have disclosed that a violation (s) of legal 
right has taken place, but only to the 
extent that production of such records 
would: (A) Deprive a person of a right 
to a fair trial or an impartial adjudica¬ 
tion; (B) constitute an unwarranted in¬ 
vasion of personal privacy; (C) disclose 
the identity of a confidential source; <D) 
disclose investigative techniques and pro¬ 
cedures; or (E) endanger the life or 
physical safety of law enforcement per¬ 
sonnel. 

<ii) Among the documents included in 
paragraph (f)(2)(l)<C> of this section, 
shall be documents which disclose the 
fact or the substance of a communication 
made to the Commission in confidence 
relating to an allegation or support of an 
allegation of wrongdoing by certain per¬ 
sons. It is sufficient under this subsection 
to indicate the confidentiality of the 
source If the substance of the communi¬ 
cation or the circumstances of the com¬ 
munication Indicate that investigative 
effectiveness will be inhibited by disclo¬ 
sure. 

(3) Any reasonably sogregable portion 
of a record shall be provided to any per¬ 
son requesting such record after deletion 
of the portions which are exempt under 
this subsection. 

(g) Administrative appeals . (1) These 
procedures apply whenever a requester 
is either denied records under 704.1(d> 
<2)(i) or denied waiver or reduction of 
fees under 5 704.1(e) (2) or (3). 

<2) Parties may appeal 704.1(d) (2) (1) 
and (e) (2) or (3) decisions within 90 
days of the date of such decision by filing 
a written request for review addressed 
to the Staff Director, UB. Commission on 
Civil Rights, Washington, D.C. 20425, by 
certified mail, including a copy of the 
written denial, and may include a state¬ 
ment of the circumstances, reasons or 
arguments advanced in support of dis¬ 
closure or waiver/reduction of fees. Re¬ 
view will be made by the Staff Director 
on the basis of the written record. 

(3) The decision on review of any ap¬ 
peal filed under this subsection shall be 
in writing over the signature of the Staff 
Director, will be promptly communicated 
to the person requesting review, and will 
constitute the final action of the 
Commission. 

(4) Determinations of appeals filed 
under this subsection shall be made 
within 20 working days after the receipt 
of such appeal. If, on appeal, denial of 
records is in whole or part upheld, the 
Staff Director shall notify the persons 
making such request of the provisions for 
judicial review of that determination un¬ 
der 5 UB.C. 552(a)(4). 

(5) An extension of time may be 
granted under this subsection pursuant 
to criteria established in 5 704.1(d)(3) 
(il) (A) to (C), except that such exten¬ 
sion together with any extension which 
may have been granted pursuant to 
4 704.1(d) (3) (11) may not exceed a total 
of 10 working days. 

(FR Doc. 75-13739 Piled 5-23-75; 8:4B am] 
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Title 47—T elecommunicatkjn 

CHAPTER I—FEDERAL 
COMMUNICATIONS COMMISSION 

l Docket No. 19023; FCC 75-5421 

PART 73—RADIO BROADCAST SERVICES 

Prime Time Access Rule; Third Report and 
Order 1 

1. In tikis Third Report and Order, the 
Commission deals with some aspects of 
Its recently amended ’’prime time access 
rule" H 73.6580c) <40 FR 12088* * oX the 
Commission's rules) pursuant to a de¬ 
cision of the U.S. Court of Appeals for 
the Second Circuit, decided April 21. 
1975/ 

2 . In summary, this decision contains 
the following actions and other determi¬ 
nations concerning the points mentioned 
by the Court: 

<a) The rule amendments adopted iu 
January 1975 ("PTAR IU") with modifi¬ 
cations adopted herein as to Saturday 
night and feature film. wiU become ef¬ 
fective September 8 , 1975, the date con¬ 
templated In the January decision. 

<b) At least for the first year of the 
rule (1975-76), there will be no overall 
"ceiling" on the amount of time which 
stations under the rule may devote to 
network or off-network material under 
the exemption for children’s, documen¬ 
tary or public affairs programming 
(exemption ( 1 ) to the rule). 

(c) However, at least for the first year, 
there may be no use of network or off- 
network material under that exemption 
on Saturday night; and feature films 
(movies) also may not be used on Satur¬ 
day night in "cleared*’ or "access" time 
by stations subject to the rule. 

(d) Feature films may be shown by sta¬ 
tions on an individual basis on other 
nights of the week without any restric¬ 
tion such as where or when the mode 
was previously shown, or its origin. 

(e) With respect to the last three mat¬ 
ters—absence of a ceiling, rules con¬ 
cerning Saturday night, and feature 
film—the rules adopted herein do not 
specify any time limit on the duration of 
the pertinent provisions. However. it 
should be understood that these are 
being adopted as appropriate for the first 
year, 1975-76. The operation of the rule 
as modified will be closely observed dur¬ 
ing the year, and if it appears that the 
public interest would be served thereby, 
changes will be proposed for the future. 

it) "Public affairs" programs are de¬ 
fined for the purpose of exemption ( 1 ) to 
the rule. 

This decision also discusses some other 
matters mentioned by the Court In Its 
opinion, although not as specifically re¬ 
quiring Commission action. 

The January 1975 decision and the 
Court’s opinion. 3. In brief, the Commis¬ 
sion’s January 1975 decision adopting 


•We are reopening this Docket In order 
to deal with matters discussed herein. 

* National Association at Independent Tele¬ 
vision Producer* and Distributor* et al v. 
FCC. Case No*. 75-4021 et al, opinion by 
Curfctn, J. (Slip Opinion). 


"PTAR HT (Second Report and Order 
In Docket 19622, 50 FCC 2d 820) retained 
the basic concept of an hour of prime 
time each evening "cleared" of network 
or off-network programming, for stations 
in the top 50 markets which are network- 
owned or affiliated. Six exemptions from 
this concept for network or off-network 
programs were adopted. Four of these 
were codifications of waiver policies 
which had developed under the rule (con¬ 
cerning network news if preceded by a 
full hour of local news, sports runuvers, 
time-zone-difference situations and spe¬ 
cial network programs using access time 
as well as network prime time), and one 
was basically a continuation of an 
exemption previously in the rule (net¬ 
work coverage of fast-breaking events 
and political broadcasts). The other ex¬ 
emption-exemption ( 1 )—provides that 
network or off-network material need not 
be counted toward the permissible three 
hours if it Is programming designed for 
cldldren aged two to 12 , documentary 
programs, or public affairs programs. The 
decision also adopted a new rule as to 
feature films, providing that they could 
be shown In cleared or access time with¬ 
out restriction if never shown on a net¬ 
work. and arc completely barred from 
access time (just like other off-network 
programs) if they formerly were played 
on a network. 

4. The Court generally affirmed the 
Commission, both as to the basic rule and 
as to exemption ( 1 ), but it remanded the 
case for consideration and revision of the 
rules adopted in three respects. First, the 
Court directed the Commission to de¬ 
velop a definition of "public affairs" pro¬ 
grams comparable to those adopted for 
children’s and documentary programs. 
Second, the Commission was directed to 
reconsider its statement in the decision 
that the networks should present pro¬ 
grams under exemption (1) on Satur¬ 
day night only if required by "compel¬ 
ling public interest reasons". The Court 
viewed this as an improper delegation of 
the Commission’s obligation to determine 
what is in the public interest, and di¬ 
rected us either to embody the concept In 
the rule or drop the admonition. Third, 
the Court held the new feature film pro¬ 
vision to be "arbitrary and capricious", 
and ordered us to reconsider this matter. 
Finally, remanding the case for these 
reasons, the Court also directed us to re¬ 
determine the date on which the changes 
should become effective and in conjunc¬ 
tion with that, to consider possible ceil¬ 
ings on the total amount of time which 
could be used for programming under 
exemption ( 1 ), 

A. The effective date , the question of 
a 0t ceiling". and the Saturday night pro- 
visions . 5. These three subjects, which 
are related insofar as they bear on the 
operation of the rule during the 1975-76 
year, are discussed together. It should be 
noted that the questions and the follow¬ 
ing discussion relate only to use of net¬ 
work or off-nctwork material under "Ex¬ 
emption ( 1 ) *' for network or off-network 
material foiling into certain program 
categories. The propriety of the other five 
exemptions to the rule are not at issue. 


6 . Effective date . We have concluded 
that the new rule should be put into effect 
at the date contemplated in the PTAR 
in decision—September 8 , 1975—with¬ 
out any overall ceiling with respect to use 
of material under Exemption (1), but 
with an absolute prohibition on Us use. 
or use of feature films on Saturday night. 
Wc reach this conclusion essentially for 
three reasons: ( 1 ) the Importance of 
bringing to the public at on early date 
the public-interest benefits intended by 
PTAR III, and (2) the limited degree of 
impact on the availability of access time 
to non-network sources of new material 
and the resultant small likelihood of un¬ 
due harm to producers and distributors of 
Independent programming; and ( 3 ) the 
absolute protection to access programs, 
especially hour-long programs and local 
material, on Saturday night, which we 
are affording by our actions herein. See 
pars. 21-22 infra. 

7. Wc concluded in our January 1975 
decision that the exemption is necessary 
to facilitate the presentation of impor¬ 
tant material of certain types (children's 
programming, documentaries and public 
affairs) whose showing is inhibited by 
the rule as it now stands. We concluded 
that these benefits should be brought to 
the public at an early date. Sec 8 econ <1 
Report and Order, FCC 75-67. pars. 21 . 
29-30, 32-33, 38. 41. 46 and 64; 50 FCC 
2d 829 at 838. 840-843. 845-848, 852-853. 
The general principle that the public 
should have the benefit of a new policy 
at an early date is especially compelling 
when the rule at issue has the impact c<n 
the public Involved here, in that "fill 
directly affects what millions of Ameri¬ 
cans watch on television for an hour 
every night and. Indirectly, may affect 
all prime time programming." NAITPD 
v. FCC. 502 F. 2d 249. 257 (CA. 2. 19741. 
We adhere to our earlier view; as to 
specific benefits, sec pars. 9. 18 and 19 
infra. 

8 . In view of the limited Impact to be 
expected from the exemption, discussed 
below, it is not appropriate to deny the 
public the benefits of the modified rule 
for a year. Wc have also considered the 
possibility of setting an effective date at 
some Intermediate time, such as January 
or March 1976, and have decided against 
it Aside from the fact that wc have no 
Information indicating that any such 
delay to a "mid-season" date would be 
of much value to independent producers, 
this would mean the retention of the 
present rule’s inhibition for another year 
in on important area, that of network 
children’s specials which under PTAR I 
generally begin only at 8 p.m. As men¬ 
tioned in the Commission’s papers filed 
in Court in February 1975 in opposition 
to a Motion for a Stay (p. 20, footnote 9>. 
the period from October through New 
Year’s is the important time for such 
material, with some 20 having occurred 
between October 26. 1974 and January 
1975, according to TV Guide listings. 

9. In our Judgment, the early provision 
of these benefits outweighs whatever dis¬ 
advantages may result to those private 
interests which may be affected (Inde¬ 
pendent producers and distributors) to 
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the extent that these arc pertinent to 
the public interest. The impact from the 
“PTAR nr changes was designed to be 
relatively small. lor example as com¬ 
pared with those In •'PTAR IT\ and the 
possible impact is lessened by our action 
herein completely preserving access time 
on Saturday night for new non-network 
material. It appears that the regular 
1975-76 network programming during 
what is presently ’‘access time” will 
amount to no more than the additional 
Sunday hour for each network men- 
Uoned. While we foresee that there will 
be some additional network program¬ 
ming on an occasional basis, e.g.. specials 
in the children’s and other exempt cate¬ 
gories. it Is not anticipated that this 
would occur with great frequency. Per¬ 
tinent here are marketplace conditions— 
the fact that the exempt categories in¬ 
clude “the less commercially attractive 
programs,” NAITPD v. FCC (1976). Slip 
Opinion p. 3023. With respect to possible 
use of off-network programs under “Ex¬ 
emption (1)", It is more difficult to get a 
reasonable idea of what will occur; but 
again it does not appear that the impact 
would be great. (See par. 17, infra). 

10. We have taken Into account, as 
suggested by the Court, the “number of 
independent programs for first-run syn¬ 
dication then available for early produc¬ 
tion." The evaluation of this subject Is 
of necessity somewhat inexact. It is not 
easy to predict, from among the many 
programs offered early in the year (for 
example at the N.A.TPJS. convention In 
February) how many will get enough 
customers to warrant going Into produc¬ 
tion for the fall, aside from any uncer¬ 
tainties as to the rule. Moreover, it is 
hArd to say. from this standpoint, what 
should be classified as an “access pro¬ 
gram”, since numerous programs are 
&hown in access time on one or several 
affiliated top-50-market stations but also 
in a number of places at other times, on 
independent stations or In markets out¬ 
side the top 60.“ 

11. As far as we can determine from 
the limited inquiry which time permits, 
there are some 12 to 14 new syndicated 
regular program scries designed primarily 
for “access period” use, which were In 
reasonably definite form as of early spring 
1975 and which, at least In the absence 
of the PTAR III changes, might have a 
good chance of being seen in fall 1975. 
Three of these itwo game shows which 
are also in daytime network television. 
aft d the MCA Don Adams Screen Test 
program) will definitely be available this 


*A1 an earlier stage of the proceeding. 
ARC presented a tabulation showing that 
of 58 syndicated programs shown to some 
wetent in prime time In the top 50 markets 
(on am listed or Independent stations), only 
so were not also shown in some markets 
I* * non-prime time. In 7 cases the 
an-prtme showings outnumbering those 
prime time. Of 82 programs shown in ft) 
or more markets in prime time, only 10 did 
ncjiMio have non-prtme showings and 7 had 
•^or more of their exposure in non-prime 
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fall in any event/ One syndicator claims 
that the success of his new Bobby Vinton 
variety-show aeries, will be jeopardized 
by the changes; but with a contract 
covering all 5 CBS-owned stations (at 
least four in access time) and purchase 
by two of the other multiple-owner sta¬ 
tions mentioned, we certainly cannot as¬ 
sume here that this program will not be 
successful. Space: 1999, a science fiction 
series and the only one-hour program In 
the group, also appears to have a good 
chance of success under the changed 
rule, with sale In about half of the top 50 
markets Including 5 of the top 10 (to In¬ 
dependent stations in the top 3 > accord¬ 
ing to Television/Radio Age magazine for 
April 28. At the other end of the scale, 
one entertainment program < not a game 
show) is contracted for by one network 
company for some of its owned stations 
only for purchase If PTAR I remains in 
effect/ As to the other programs. It is 
not possible to say with assurance that 
PTAR I versus PTAR IH would or would 
not be of crucial importance; some might 
succeed under PTAR in and others 
might not be successful under PTAR X* 

12 . It Is similarly difficult to evaluate 
the impact of the rule with respect to 
programs in access syndication for 1974- 
75. as to their availability in 1975-76. For 
the most part, programs tend to succeed 
or fall according to their audience ap¬ 
peal. 7 Of & total of 24 programs shown in 
access time in more than three markets 
in early 1975,* eleven were game shows. 
It appears that three of these definitely 
will not be in production, and two others 
(including that mentioned In footnote 5, 
above) are questionable. As far as we 
can determine from the available infor¬ 
mation. all of the five wildlife or “ani¬ 
mal” shows will return (Including Wild 
Kingdom and Animal World). With re¬ 
spect to the 8 other programs (drama, 
variety, etc.) one was not actually In 
new production this year and we assume 


■MCA. in a letter to the Commission, has 
disassociated lteetf from the letter of syndi¬ 
cator Bandy Frank urging that PTAR in be 
postponed. 

• One existing game-show program la under 
a similar contingent arrangement with the 
network group. 

■The other program series Include 8kSboy 
(about a young skier training to make the 
Olympic team. 18 episodes of which have 
been produced); Wonderful World of Magic 
(a series made from tapes of many magicians, 
with a well-known host); Off Ramp 20. a 
comedy aeries; and other programs. 

■As pointed out in the Appendix to our 
Second Report and Order (TOC 76-67, Ap¬ 
pendix O, p. 39). an exhibit of the major 
film companies shows 46 syndicated pro¬ 
grams which have been produced for access 
time but have not been continued, includ¬ 
ing Primus, Or. Kildare. Dusty’s Trail and 
Orate s Girls. 

1 The figure of 24 la based on a Ust derived 
from ARB Reports far February 1975. which 
included only half-hour shown run between 
7 and 8 Monday-Saturday and 7-7:30 Sun¬ 
day. We have added the Welk and Hee Haw 
hour-long programs, and two programs 
shown In several markets late Sunday even¬ 
ing (Protectors and Evil Touch). 


22837 

it will not be seen to any substantial ex¬ 
tent this fall; there appears to be a ques¬ 
tion about two others, and five appar¬ 
ently will definitely return. Thus, the 
number of these programs which will be 
available this fall appears to range from 
16 to 20. Combined with the successful 
new programs, the total body of mate¬ 
rial does not appear to be greatly dif¬ 
ferent from what It was last year. 

13. We cannot find. In the matters dis¬ 
cussed in the last few paragraphs, reason 
not to put the rule Into effect at an early 
date, in light of our conclusion that the 
public Interest would be served by that 
course. In view of the small extent of the 
impact from the PTAR III changes, 
especially with the new complete protec¬ 
tion of the important Saturday night 
period, claims of serious Injury. If the 
rule goes into effect this year, must be 
regarded as substantially speculative. 
Moreover, to a large extent the claims 
involve losses which would be likely to 
occur at whatever time the rule goes into 
effect and the number of protected access 
periods Is thereby somewhat reduced, 
whether this occurs in fall 1975 or fall 
1976. These parties have had notice 
since mid-November 1974 as to the Com¬ 
mission's intentions, and thus made their 
commitments with knowledge thereof. As 
far as equities are concerned, we would 
also have to consider the situations of the 
networks (or the producers of their new 
programs >, who have relied on our No¬ 
vember notice and January decision, and 
have committed themselves accordingly/ 
Moreover, access period producers have 
been on notice, at least since January’ 
1974 when PTAR II was adopted, that 
the Commission contemplated some re¬ 
duction in access time. With our decision 
herein released early in May, and if It 
receives judicial affirmance soon there¬ 
after, the position of the access producers 
will be similar to that of the networks 
after the Mount Mansfield case four 
years ago. where the interval between the 
Courts decision and the effective date of 
the regulation upheld was less than five 
months (Mount Mansfield Television, 
Inc. v. FCC 442 F 2d 470 (2nd Clr.. May 3. 
1971)). 

14. We also mention one other signif¬ 
icant reason for putting the rule into 
effect at an early date—to avoid the 
need for consideration of Individual 
waiver requests, particularly for Individ¬ 
ual “off-network” programs. We have 
long recognized this as a problem, and 
the Court in its April 21 opinion ex¬ 
pressed disapproval of the waiver situa¬ 
tion and cautioned us not to use it in the 
future In connection with determinations 
as to w’hether individual programs come 


• NBC has estimated Its losses following the 
Court reversal of the ‘’PTAR II” decision at 
approximately $26 million—#3 4 million for 
the coat of the additional programs ordered, 
less some $900,000 It was able to eave In re¬ 
run costs when It used the programing this 
spring. 
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within the “Exemption U) M categories. " 

15. The imposition of an overall ceil¬ 
ing on “Exemption <1>” material. The 
Court, in connection with Its direction 
for us to redetermine the effective date, 
stated (Slip Opinion p. 3034): “The 
Commission should consider, in conjunc¬ 
tion with its new effective date, a ceiling 
on total hours allowed for the exempted 
network programs in light of the num¬ 
ber of independent programs for first- 
run syndication then available for early 
production/' 

16. We have decided not to adopt such 
a ceiling, at least for the first year, for 
three reasons: first, it does not appear to 
be necessary to afford sufficient protec¬ 
tion for access time availability to sources 
of new non-network material; second, at 
least at this time on the information now 
before us, we have no basis for Intelligent 
formulation of an appropriate restric¬ 
tion applicable to each and every station 
subject to the rule; and third, there is 
an alternative means of affording a sub¬ 
stantial degree of protection, that of not 
permitting the exemption to be used on 
Saturday night, a highly important time 
for access-period material. 

17. As to the first of these considera¬ 
tions, the facte with respect to proposed 
network use of the exemption have been 
set forth in par. 9. With respect to pos¬ 
sible use of off-network programs, it is 
more difficult to get a reasonable idea 
of what will occur, but it does not appear 
that the impact will be great. Inquiry of 
6 large multiple owners, whose stations 
include 20 affiliates in the top 10 markets 
and 10 more in the top 50. discloses no 
present plans to use any off-network 
material on a regular basis significantly 
different from the present usage of off- 
network material pursuant to Commis¬ 
sion waivers/ 1 In this regard a Commis¬ 
sion staff analysis of a week of fall 1974 
access programming in 48 of the 50 af¬ 
fected markets revealed that less than 
3.5 percent of the access period (69 half- 
hours out of a total of more than 2000 
half-hours per week In the 48 markets) 
was used for off-network programs 
shown pursuant to waivers. 


10 The Court there described the waiver 
process as representing other than good ad¬ 
ministrative practice, and stated: . . the 

Commission has now attempted to state cer¬ 
tain categories for permissible Intrusion by 
network programs on access time without re¬ 
course to the waiver procedure of the Com¬ 
mission. This codification has the advantage 
of a more soundly based rule of administra¬ 
tive procedure and a desirable accent on the 
licensee’s freedom to control hU» own pro¬ 
gramming/' (Slip Opinion, p. 3021) 

>* The six multiple owners include the three 
networks. Avco Broadcasting Corp., Storer 
Broadcasting Co. and Weatinghouse Broad¬ 
casting Co., Inc. The 30 stations are of course 
not necessarily typical of all stations, subject 
to the rule, for one reason because they are 
In the larger markets; but for the same 
reason they are significant as indicating what 
is to be expected In those important markets. 
One of the six companies Is contemplating 
the development of a regular children's series 
for the stations, one element In which would 
be some off-network children's specials. 


18. Concerning the second reason set 
forth in paragraph 16, the problem with 
an overall ceiling, which would have to 
apply to all stations subject to the rule 
and deal with both network and off- 
network programming, is its inflexibility. 
The problem is particularly difficult be¬ 
cause. if our objective of getting out of 
the business of waivers for particular 
programs is to be achieved, we have to 
assume that any ceiling would be applied 
without such waivers. Therefore, we 
would have to arrive at a figure which 
would be suitable in all cases, regardless 
of the particular needs or desires of the 
station or neawork, and even though the 
presentation of material in excess of that 
figure by a few stations would not have 
a significant Impact on the overall avail¬ 
ability of time to non-network sources of 
new programming. 11 Wc do not believe it 
appropriate, at least at tills point. In the 
absence of a stronger showing of neces¬ 
sity, to replace a flexible approach with 
a celling/ 1 

19. Another possible approach is a 
ceiling only on network use of the ex¬ 
emption. since any network use probably 
means an incursion by a large number of 
stations into time available for access 
material. However, again, we believe that 
a celling limited to network programs 
introduces an unnecessary degree of in¬ 
flexibility. The networks* plans to use 
the exemption for regularly scheduled 
programs are confined to one hour a 
week on Sunday for each network. We 
do not regard this as excessive. Moreover, 
as previously indicated, paragraph 9, we 
do not wish to foreclose the possibility 
of network use of the exemption for 
specials, particularly in view of the fact 
that the regularly scheduled network 
programs under the exemption are. as 
we understand it, designed to fall within 
only one of the three categories. Pro¬ 
grams In the remaining public affairs 
and documentary categories would ap¬ 
pear to be of particular Interest to the 
public during the forthcoming Bicen¬ 
tennial period. Therefore, we do not re¬ 
gard the Imposition of such a ceiling as 
appropriate at this time. 

20. Prohibition against use of Exemp¬ 
tion (1) material or feature film on Sat¬ 
urday evenings . In our January 1975 
decision we recognized the importance 
of Saturday for access material, particu¬ 
larly for local programming presented 
on many stations that night, and for 
hour-long access programs, including 


“The staff's fall 1074 stuffy showed that 
61 stations used off-network programs under 
waiver during access time of which 53 used a 
half-hour a week and eight used an hour. 
The additional half-hour a week by eight 
stations could certainly not be said to have 
a significant Impact on the overaU avail¬ 
ability of prime time to access material, and 
thus a restriction to a half-hour a week 
would mean public deprivation without any 
substantial public interest benefit. 

“ It is sometimes said that a regulatory 
“celling” of this type tends to become a 
“floor" as well, so that those subject to the 
restriction will tend to make the full use of 
It even If they would not otherwise do so. 


the two variety show* carried then on 
many stations. We cautioned the net¬ 
works against incursion into it except for 
“compelling public interest reasons'* (50 
FCC 2d 843-844). The Court’s April 21 
decision held that delegating to others 
our responsibility to determine what is 
In the public interest was an improper 
approach. It stated: “We think that for 
tiic sake of orderly regulation, the Com¬ 
mission must either withdraw its ad¬ 
monition concerning Saturday programs 
or make the exempted categories wholly 
unavailable to licensees in access time 
on Saturdays/' NAITPD v. FCC (1975), 
Slip Opinion p. 3029. 

21. Saturday night Is a very impor¬ 
tant period in this respect for the rea¬ 
sons mentioned. Moreover, as some of 
the letters from the public have pointed 
out. it is one night of the week when 
there Is less necessity for children's ma¬ 
terial to be presented early. Since the 
Court has held our admonition to be an 
improper approach, we find that the 
public interest requires that such a re¬ 
striction be put Into the rule. While the 
admonition to which the Court ob¬ 
jected was directed to networks and 
their scheduling practices, rather than 
to individual stations in their use 
of off-network material, the language of 
the Court quoted above, dictates the ex¬ 
tension of the prohibition to off-network 
material as well as to network program*. 
Apart from the Court’s language, we 
have concluded that the Importance of 
protecting this period Justifies a broad 
prohibition against the use of any ma¬ 
terial under Exemption (1) on Satur¬ 
days. We realize that this represents a 
restriction on station practices to some 
extent <11 off-network programs total¬ 
ling 8 hours were presented by stations 
In the 48 markets In fall 1974 >. but it is 
our Judgment that It is desirable to pre¬ 
serve tho largest full-hour opportunity 
for new material. This restriction is par¬ 
ticularly necessary because of the ab¬ 
sence of an overall ceiling and in view 
of the possibility that off-network mate¬ 
rial now presented on Sunday might 
otherwise be moved to Saturday as a re¬ 
sult of the additional network programs 
to be made available on Sunday under 
the exemption. 14 

22. For the same reasons, to afford the 
high degree of protection required in the 
public interest, wc are also banrin*: sta¬ 
tions subject to the rule from using fea¬ 
ture films during access time on Satur¬ 
days. As noted by the Court and in our 
earlier decision, the use of feature films 
overall has not represented a significant 
Incursion Into access time so far (only 
25 hours in 48 markets as of fall 1974. or 
about 2.5 percent of access time). How¬ 
ever. the frequency has been much great¬ 
er on weekend nights (17 of the 25 hours 
on Saturday and Sunday, compared to 8 
on the 5 week nights combined), appar¬ 
ently because of less station emphasis 
then on early evening news and "strip* 


u Thla restriction does not apply to mate¬ 
rial under the other exemptions to the ruia. 
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ped’’ material. Accordingly, while wc 
conclude below that overall the use of 
feature dims is not a sufficient threat 
to warrant any restriction on their use 
as to other nights, this does not apply to 
weekend nights. A restriction is there¬ 
fore required. However, since the net¬ 
works plan to program under Exemption 
(1) on Sundays, and there Is no purpose 
in protecting the access market from 
feature films then when It already faces 
network competition, we Impose the 
movie restriction on Saturday only. This 
is necessary to afford an adequate de¬ 
gree of protection to access material, 
particularly since otherwise movies now 
shown on Sunday might be shifted to 
Saturday, thereby increasing the present 
incursion. As with the matter of a ceil¬ 
ing. this matter will be closely observed 
during the early months of 1975-76, and 
changes proposed if they appear appro¬ 
priate. 

B Feature films. 23. The January 
1975 PTAR HI decisiou adopted a pro¬ 
vision to the effect that a feature film 
could be used in access time without re¬ 
striction if it had not been shown on a 
network and is barred completely from 
access time, like any other off-network 
program, if It had been on a network. 
The Court held this provision to be arbi¬ 
trary. After discussion. It stated: 

There Is no reason, therefore, to bar 01 ,e 
cUtt* of morles and permit another class to 
be shown.. The differential treatment of 
feature films adopted by tbo Commission Is 
arbitrary Accordingly, so long as the RC,C. 
permits movies never seen on a television 
network to be played In cleared access time 
it must also permit movies which have been 
show n on network to be played in that time. 
INAITPD v. FCC (1975), Slip Opinion pp. 
30333034). 

24. The object of any such restriction 
is to prevent undue incursion into avail¬ 
ability of time for access material, and 
the impact under “PTAR I” has been 
small.* Moreover, while other distinc¬ 
tions might be considered, such as one 
based on mad e-f or-theatre v. made-for- 
televtsion (which is synonomous with 
made-for-network-televislon) the lan- 
iniRgo quoted above appears to raise some 
doubt as to whether the Court would up¬ 
hold such a differentiation. The same 
doubt may apply also to continuation of 
the “two-year" distinction now in effect. 

a permanent matter. 

25. Therefore, we have a choice at this 
point of a total ban, no restriction at all, 
or adoption of some rule distinguishing 
^ong feature films which would not run 
sioiu of the Court’s language concerning 
arbitrary distinctions. In view of the 
«nal] Impact so far (in 48 markets, a 
toLal of 25 hours in fall 1974, divided 
about equally among Saturdays. Sun- 


M clarified by a Commii 
Publlo Notice issued in November 191 
owSL^ 1032 *’ the outcome of th 

£™^dlng. station* subject to the rule hai 
Permitted to use feature films m acc* 
^ - rrespective of whether or not they wei 
pre J km *ly shown on a networ 

«t*tlorT?n Ik * 7 not bC€n "hown on 

rt ^ n ln tht m *rket within the previous tv 


days and weekdays), wc conclude that a 
total ban is out of the question. Neither 
of the restrictions mentioned in the last 
paragraph is desirable since—apart from 
any concern in relation to the Court’s 
expression—they appear to act largely 
as a restraint on the freedom of stations 
wishing to present films to choose those 
which best serve the needs of their audi¬ 
ences. Accordingly, the rule adopted 
herein contains no restriction on the use 
of feature films on a syndicated indi¬ 
vidual-station basis, whether they are* 
made-for-theatre and never shown on a 
network, made for theatre and previ¬ 
ously shown on a network, or made for 
network television and later available in 
syndication, except as to Saturday. 

26. We have imposed a total restric¬ 
tion on Saturday night because of the 
necessity to protect the access market. 
Otherwise, wc do not find reason to fear 
a substantial Incursion from a liberalized 
rule. However, the Commission will ob¬ 
serve during the first year the extent to 
which feature films arc used during 
access time. If experience indicates that 
tlierc is a need to preserve the prime time 
access market on other nights from their 
impact, an appropriate restriction will be 
considered for adoption. 

C. Definition of "public affairs" for the 
purpose of Exemption (1). 27. In con¬ 
sidering our Exemption (1) for programs 
in certain categories, the Court’s April 21 
opinion approved the definitions of chil¬ 
dren’s and documentary programs, and 
directed us to adopt a similar definition 
for “public affairs” programs, w'hich 
PTAR m does not now contain, either 
in positive or negative terms. 

28. In our logging rules. 47 CFR f 73.- 
670, Note 1. public affairs programs are 
defined in the following terms: 

(d) Public affair* programs (PA) include 
talks, commentaries, discussions, speeches, 
editorials, political programs, documentaries, 
form us. panels, roundtables, and similar pro- 
grams primarily concerning local, national, 
and international public affairs. 

While this definition uses the term "pub¬ 
lic affairs" as part of its owm definition, 
our experience has not Indicated that li¬ 
censees have any difficulty in ascertain¬ 
ing its meaning. In a recent proceeding 
on a new television renewal form, com¬ 
ments were solicited regarding the con¬ 
tinued use of this definition and it ap¬ 
peared to be generally satisfactory. Form¬ 
ulation of Rules and Policies Relating to 
the Renewal of Broadcast Licensees, 42 
FCC 2d 405. 425 (1973). On April 11. 
1975, we issued a Notice of Inquiry. FCC 
75-375. Docket 20419, which also asks for 
comments on the possibility of structur¬ 
ing a more precise definition. In the In¬ 
terest of consistency, we hesitate to de¬ 
part at this time from the definition ln 
our logging rules, and we arc adding it to 
the prime time rule. If. at the conclusion 
of our inquiry, a new logging definition is 
adopted, that definition will also apply 
to Exemption (1) of the Prime Time Ac¬ 
cess Rule. 

D. Other matters. —29. Determina¬ 
tions as to Individual programs under 
the exemption. —The Court In its recent 


decision discussed the application of the 
Exemption (1) definitions to particular 
programs, expressing the view that ad 
hoc decisions by the Commission in this 
area are not to be desired because they 
suggest a system of censorship. There¬ 
fore, the Court said: ”(wle must leave 
It to the licensee himself to interpret the 
program categories in good faith” (Slip 
Opinion, p. 3027). The Court also said 
that the Commission should not make its 
waiver procedure available for making 
such determinations. 

30. Accordingly, interpretations as to 
whether or not a particular proposed 
network or off-network program comes 
within the exemption ore matters for 
the determination of networks and li¬ 
censees of stations subject to the rule. 
We expect such determinations to be 
made ip good faith, bearing ln mind the 
fundamental objectives not only of the 
exemption but of the prime time access 
rule. 

31. Fictional material under the chil¬ 
dren's exemption category . In footnote 
22 of the Court’s decision (Slip Opinion, 
p. 3026). the view was expressed that the 
Commission may intend to Imply that 
fictional material Is excluded from chil¬ 
dren’s programming under Exemption 
(1). No such implication was Intended. 
While our Second Report and Order 
emphasized educational and Informa¬ 
tional material for children <50 FCC 2d 
at 842, par. 31), we intended to make 
It clear that the exemption should by no 
means be so limited. Certainly, fictional 
material is a highly important part of 
material designed for young children. 

32. In view of the foregoing. It is or¬ 
dered, That: 

(1) Effective September 8, 1975. 

§ 73.658(k) of the Commission’s rules, 
the prime time access rule, is amended, 
to read in its entirety as set forth below. 
Authority for the rule changes herein is 
contained in 54 1. 2. 4(1), 301, 303 (b>, 
(f), (g), (i) and (r), and 313 of the 
Communciatlons Act of 1934, as 
amended. 

(2) This proceeding, Docket 19622, is 
terminated. 

(Sec*. 1. 2, 4. 301, 303. 48 8tat., oa amended. 
1064, 1064. 1066, 1081. 1082; 47 UJS.C. 151. 
152. 154. 301, 303) 

Adopted: May 13.1975. 

Released: May 14,1975. 

Federal Communications 
Commission 

Vincent J. Mullins. 

Secretary . 

Effective September 8. 1975, 5 73.658 
<k> of the Commission's rules, the prime 
time access rule, is revised to read as 
follows: 

§ 73.658 Affiliation agreement* and net¬ 
work program practice*. 

• • • e • 

(k) Effective September 8. 1975. com¬ 
mercial television stations owned by or 
affiliated with a national television net- 


1 Statements of Commissioner* Reid and 
Robinson filed as part of the original. 
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work in the 50 largest television markets 
(see Note 1 to this paragraph) shall de¬ 
vote, during the four hours of prime 
time (7-11 p.m. e.t. and p.t., 8-10 pjn. 
c.t. and m.t.). no more than three hours 
to the presentation of programs from a 
national network, programs formerly on 
a national network (off-network pro¬ 
grams ) other than feature films, or. on 
Saturdays, feature films: provided, how- 
ever , That the following categories of 
programs need not be counted toward 
the three-hour limitation: 

(1) On nights other than Saturdays, 
network or off-network programs de¬ 
signed for children, public affairs pro¬ 
grams or documentary programs (see 
Note 2 to this paragraph for definitions). 

(2) Special news programs dealing 
with fast-breaking news events, on-the- 
spot coverage of news events or other 
material related to such coverage, and 
political broadcasts by or on behalf of 
legally qualified candidates for public 
office. 

(3) Regular network news broadcasts 
up to a half hour, when immediately 
adjacent to & full hour of continuous 
locally produced news or locally pro¬ 
duced public affairs programming. 


(4) Runovcrs of live network broad¬ 
casts of sporting events, where the event 
has been reasonably scheduled to con¬ 
clude before prime time or occupy only 
a certain amount of prime time, but the 
event has gone beyond its expected dura¬ 
tion due to circumstances not reason¬ 
ably foreseeable by the networks or un¬ 
der their control. This exemption does 
not apply to post-game material. 

(5) In the case of stations in the 
Mountain and Pacific time zones, on 
evenings when network prime-time pro¬ 
gramming consists of a r ports event or 
other program broadcast live and simul¬ 
taneously throughout the contiguous 48 
states, such stations may assume that 
the network's schedule that evening oc¬ 
cupies no more of prime time in these 
time rones than it does in the Eastern 
and Central time zones. 

(6) Network broadcasts of an inter¬ 
national sports event (such as the Olym¬ 
pic Games), New Year’s Day college foot¬ 
ball games, or any other network pro¬ 
gramming of a special nature other than 
motion pictures or other sports events, 
when the network devotes all of its time 
on the same evening to the same pro¬ 
gramming, except brief incidental fill 
material. 


Not* 1. Tiie top 50 markets to which thli 
paragraph applies are the 50 largest ouuktu 
In terms of prime time audience for all ru- 
tlona In the market, aa listed each year m 
the Arbltron publication Television Market 
Analysis. This publication Is currently Issued 
each November, and shortly thereafter thr 
Commission will Usue a list of market* ’o 
which the rule will apply for the year start¬ 
ing tho following September. 

Norr. 2. As used In this paragraph the 
term "programs designed for children'* means 
programs primarily designed for children 
aged 2 through 12. The term "documentary 
programs'* means programs which are non- 
ficttonal and educational or informational, 
but not including programs where the In* 
formation Is used m part of a contest among 
participants in the program, and not Includ¬ 
ing programs relating to the visual entertain¬ 
ment arts (stage, motion pictures or televi¬ 
sion) where more than 50% of the program 
Is devoted to the presentation of entertain¬ 
ment material itself. The term "public affairs 
programs" means talks, commentaries, dis¬ 
cussions. speeches, editorials, political pro¬ 
grams. documentaries, forums, panels, round¬ 
tables, and similar programs primarily 
concerning local, national, and international 
public affairs. 

(PR Doc.75-13609 FUed 5-27-75:8:45 oml 
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Th*» section of the FEDERAL REGISTER contains notices to the public of the proposed issuance of rules and refutations. The purpose of 
these notices is to five interested persons an opportunity to participate In the rulemaking prior to the adoption of the final rules. 


DEPARTMENT OF THE INTERIOR 
National Park Service 
[ 36 CFR Part 7 ] 

MAMMOTH CAVE NATIONAL PARK. KY. 

Cave Entry 

Notice Is hereby given that pursuant to 
the authority contained In section 3 of 
the Act of August 25. 1916 <39 Stat. 535. 
as amended; 16 UB.C. 3). the Act of May 
25. 1926 (44 Stat. 635 as amended; 16 
UB.C. 404). the Act of June 5. 1942 (56 
Stat. 317. as amended; 16 U.S.C. 404c-3>. 
and pursuant to the delegations con¬ 
tained in 245 DM 1 (34 PR 13879). as 
amended, and Regional Director, South¬ 
east Region Order No. 5 (37 FR 7721). It 
is proposed to amend $ 7.36 of Title 36 of 
the Code of Federal Regulations as set 
forth below. 

The purpose of this amendment is to 
establish restrictions on visitor activities 
and behavior within the caves open to 
the public within the park. This has be¬ 
come necessary to prevent persons from 
leaving organized cave tours, to provide 
for the safety of these persons and to 
protect the resources of the caves. 

It Is the policy of the Department of 
the Interior, whenever practicable, to af¬ 
ford the public an opportunity to partici¬ 
pate In the rulemaking process. Accord¬ 
ingly. Interested persons may submit 
written comments, suggestions, or objec¬ 
tions regarding the proposed amendment 
to the Superintendent, Mammoth Cave 
National Park. Mammoth Cave. Ken¬ 
tucky 42259. on or before June 26. 1975. 

Paragraph (b) (2) and (3) of $ 7.36 
is revised to read as follows: 

| 7.36 Mammoth One National Park. 

• • a • • 

(b) • • • 

(2) Persons on guided cave tours must 
stay on the established designated trails 
and remain with the guides and tour 
group at all times. Exploration of side 
passages, going ahead of the lead guide 
and tour group or dropping behind the 
following guide or tour group is prohib¬ 
ited. All persons shall observe and abide 
by the officially posted signs, printed In¬ 
formation and/or verbal instructions 
given concerning these restrictions. 

(3) Persons on "self-guided 0 or "semi- 
guided" cave tours must stay on the es¬ 
tablished. designated trails at all times. 
Exploration of side passages or taking 
alternate routes is prohibited. Ail per¬ 
sons shall observe and abide by the offi¬ 
cially posted signs, printed information 


and/or verbal instructions given concern¬ 
ing these restrictions. 

• • • • • 

Joseph Kulesza, 
Superintendent, 
Mammoth Cave National Park. 
|FR Doc.75-13671 Filed 5-23-75;8:45 ami 


DEPARTMENT OF AGRICULTURE 
Animal and Plant Health Inspection Service 
[9 CFR Part 112] 

VIRUSES, SERUMS. TOXINS. AND 
ANALOGOUS PRODUCTS 

Proposed Requirements 

Notice Is hereby given in accordance 
with the provisions contained in section 
553 of Title 5. United States Code, that 
it is proposed to amend certain of the 
regulations relating to viruses, serums, 
toxins, and analogous products in Part 
112 of Title 9. Code of Federal Regula¬ 
tions issued pursuant to the provisions 
of the Virus-Serum-Toxin Act of March 
4. 1913 (21 U.S.C. 151-158). 

Recommendations on labels of vac¬ 
cines used for the prevention of feline 
panleukopenia are not consistent for all 
licensees. This has lead to confusion and 
uncertainty among users particularly 
where products from more than one li¬ 
censee are being used. 

These amendments to the label re¬ 
quirements for these vaccines will cor¬ 
rect this inconsistency. 

Tlie Department proposes that label 
changes necessitated by these amend¬ 
ments should be made by all licensees at 
their next printing of labels to which 
these changes would apply following the 
effective date of these proposed amend¬ 
ments, but in all cases not later than 
January 1, 1976. 

This will allow a reasonable time to use 
any existing supply of labels, and com¬ 
pliance with these amendments will not 
require any special preparation on the 
part of persons subject thereto which 
cannot be completed on or before the ef¬ 
fective date thereof. 

Section 112.7 is amended by adding a 
new paragraph (j) to read: 

g 112.7 S|Mflal additional rfquirrmcnU. 

• • • • • 

(J) Unless otherwise authorized In an 
approved Outline of Production, all but 
very small final container labels for Fe¬ 
line Panleukopenia Vaccines shall con¬ 
tain the following recommendations for 
use: 


(1) Killed virus vaccines. Vaccinate 
kittens at 9 to 10 weeks of age and repeat 
the dose in 4 weeks. Annual re vaccina¬ 
tion with a single dose is recommended. 

(2) Modified live virus vaccines. Vac¬ 
cinate kittens at 9 to 10 weeks of age and 
repeat the dose in 4 weeks, except that a 
single dose is sufficient if kittens are 12 
weeks of age or older when vaccinated. 
Annual revaccination with a single dose 
is recommended. Do not vaccinate preg¬ 
nant cats. 

Interested parties are invited to sub¬ 
mit written data, views, or arguments 
regarding the proposed regulations to 
Deputy Administrator, Veterinary Serv¬ 
ices, Animal and Plant Health Inspec¬ 
tion Service. U.S. Department of Agri¬ 
culture, Room 828-A, Federal Building, 
Hyattsville. Maryland 20782. All com¬ 
ments received on or before June 26, 
1975. will be considered. 

All written submissions made pursuant 
to this notice will be made available for 
public inspection at such times and places 
and in a manner convenient to the pub¬ 
lic business. 

(7 CFR 1.27(b)) 

Done at Washington, D C., this 20th 
day of May, 1975. 

Pierre A. Chaloux. 

Acting Deputy Administrator 
Veterinary Services Animal 
and Plant Health Inspection 
Service. 

|FR Doc.75-13735 Filed 5-23-75:8:45 am] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Food and Drug Administration 
[21 CFR Part 130] 

ADMINISTRATIVE REVIEW OF DECISIONS 
ON PROBABLY AND POSSIBLY EFFEC¬ 
TIVE INDICATIONS FOR DRUGS 

Withdrawal of Proposed Rulemaking 

The purpose of this notice is to with¬ 
draw the proposed addition of 9 130. — 
Administrative review of decisions on 
probably and possibly effective indica¬ 
tions for drugs, published in the Federal 
Register of February 18. 1971 (36 FR 
3127), to the new drug regulations in 21 
CFR Part 130. (The provisions of Part 
130 were recodified and transferred to 
Ports 310, 312, 314, and 330 by an order 
published in the Federal Register of 
March 29.1974 (39 FR 11680).) 

The comments received on this pro¬ 
posal were generally favorable toward 
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establishing such a review procedure, but 
suggested a number of revisions In the 
proposal. 

In the Interim, the DESI review has 
been affected by the court order in APHA 
v. Veneman. 349 F. Supp. 1311 (D.D.C. 
1972), as set out in the notice published 
in the Federal Register of December 14, 
1972 (37 FR 26623), the enactment of the 
Federal Advisory Committee Act <5 
U.S.C. App. I), the expansion of Food 
and Drug Administration standing ad¬ 
visory committees, the four Supreme 
Court decisloas Interpreting the Drug 
Amendments of 1962 (Weinberger v. 
Hynson. Westcott & Dunning Inc., 412 
U.S. 609 (1973): CIBA Corp. v. Wein¬ 
berger. 412 U.S. 640 (1973); Weinberger 
v. Bentcx Pharmaceuticals. Inc.. 412 UB. 
645 (1973); and USV Pharmaceutical 
Corp. v. Weinberger. 412 U.S. 665 (1973)), 
and the review of the regulations relat¬ 
ing to hearings on withdrawal of a new 
drug application published in the Fed¬ 
eral Register of March 13. 1974 <39 FR 
9750). Published elsewhere in this issue 
of the Federal Register are procedural 
regulations that Include provisions relat¬ 
ing to internal review of agency decisions 
and the use of advisory committees, 
which are applicable to the DESI proj¬ 
ect as well as to all other administrative 
actions under the laws administered by 
the Commissioner. 

Accordingly, the Commissioner con¬ 
cludes that the proposal published In 
the Federal Register of February 18, 
1971 <36 FR 3127) is now superseded, and 
Is hereby withdrawn. 

This withdrawal Is issued under au¬ 
thority of the provisions of the Federal 
Food. Drug, and Cosmetic Act (secs. 505, 
701(a). 52 Stat. 1052-1053, as amended. 
1055 (21 U.S.C. 355, 371(a))) and under 
authority delegated to the Commissioner 
(21CFR 2.120). 

Dated: May 20,1975. 

Sam D. Fine. 

Associate Commissioner for 
Compliance . 

|FR Doc.76-13810 Filed 6-23-76;8:45 am) 


DEPARTMENT OF 
TRANSPORTATION 

Hazardous Materials Regulations Board 
[ 49 CFR Part 171 ] 

(Docket No. HM-22; Notice No. 75-61 

MATTER INCORPORATED BY REFERENCE 
Notice of Proposed Rule Making 

The Hazardous Materials Regulations 
Board of the Department of Transporta¬ 
tion is considering amending $ 171.7(d) 

(1) of the Hazardous Materials regula¬ 
tions to update the reference to the 
addenda to sections VIII (Division I) and 
IX of the American Society of Mechani¬ 
cal Engineers Boiler and Pressure Vessel 
Code. 

The Compressed Gas Association, Inc., 
has petitioned the Board to effect this 
change. 

In consideration of the foregoing, It is 
proposed to revise 1171.7(d)(1) to read 
as follows: 


§ 171.7 Mailer inrorporalfJ by refer¬ 
ence. 


(d) • • • 

(1) ASME Code means sections VIII 
< Division 1) and IX of the 1974 edition 
of the “American Society of Mechanical 
Engineers Boiler and Pressure Vessel 
Code/* and addenda thereto through 
December 31. 1974. 


Interested persons are Invited to give 
their views on Uiis proposal. Communi¬ 
cations should identify the docket num¬ 
ber and be submitted in duplicate to the 
Secretary, Hazardous Materials Regula¬ 
tions Board, Department of Transporta¬ 
tion. Washington. D.C. 20590, Communi¬ 
cations received on or before July L 1975 
wiU be considered before Anal action is 
taken on this proposal. All comments re¬ 
ceived will be available for examination 
by interested persons at the Office of the 
Secretary, Hazardous Materials Regula¬ 
tions Board, Room 6215 Trans Point 
Building, Second and V 8trccts SW.. 
Washington. D.C. both before and after 
the closing date for comments. 

(16 us e. 631-835: «ec. 6. Pub. L. 89-870. 80 
Stat. 937 (49 UB.C. 1665); Title VI, aec. 
002(h), Pub. L. 85-726 (40 U 8.C. 14-1431, 
1472(b))) 

Issued In Washington, D.C. on May 21. 
1975. 

W. J. Burns, 
Director, 

Office of Hazardous Materials. 

|PR Doc.76-13718 Filed 6-23-75;8:45 am) 


CIVIL SERVICE COMMISSION 

[ 5 CFR Parts 293, 297 ] 

PROTECTION OF PRIVACY IN PERSONNEL 
RECORDS 

Notice of Proposed Rulemaking 

The Civil Service Commission proposes 
to amend 5 CFR Part 293 by adding a 
subpart A and by establishing a new 
Part 297 which implement provisions of 
the Privacy Act of 1974 (Pub. L. 93-679). 
Part 293. Subpart A is a new subpart that 
establishes basic policies for the estab¬ 
lishment and maintenance of personnel 
record systems. Including safeguarding 
personnel Information in manual and 
automated records systems. Part 297, 
subpart A is a new part that establishes 
procedures for protection of individual 
privacy in personnel records, including 
specific requirements regarding the col¬ 
lection of personal Information about 
individuals, individual access to and 
amendment of personnel records, and the 
disclosure of information from personnel 
records. 

Any person interested in the amend¬ 
ments herein may participate in this pro¬ 
posed rulemaking by submitting written 
data, views, or arguments on the pro¬ 
posed amendments, to the Director. Bu¬ 
reau of Manpower Information Systems. 
U S. Civil Service Commission. 1900 E 
Street NW.. Washington, D.C. 20415 on 
or before June 27,1975. 

1. Part 293 of Title 5, Code of Federal 
Regulations, Is proposed to be amended 


by establishing a new subpart A as fol¬ 
lows; 

PART 293—PERSONNEL RECORDS AND 
FILES 

Subpan A—B*«tc Pollcto* on Maintenance of 
Personnel Record* and Fite* 

Sec. 

293.101 Purpose. 

293.102 General policy. 

293.103 Publication of annual noUce*. 

293 104 New uses of Information. 

293.105 Reports concerning changes to ny*- 

terns. 

293.106 Use Of Social Security Account 

Number m personnel systems. 

| Reserved | 

293.107 Rules of conduct. 

293.108 Safeguarding personnel information 

in manual record systems. 

293.109 Safeguarding personnel data In au¬ 

tomated record systems. 

293 110 Accounting of the disclosure of per¬ 
sonnel records. 

203.111 Annual reports 

Authority: (5 UB.C. 552a); 3 CFR. 1954- 
1958 Comp., p. 205. 

Subpart A—Basic Policies on Maintenance 
of Personnel Records and Files 

§ 293.101 Purpose. 

(a) The purpose of this part is to set 
forth the basic policies of the Commis¬ 
sion governing the establishment and 
maintenance of personnel records and 
Ales within the Federal Government 
Records covered by this port are those 
prescribed by the Commission and main¬ 
tained by Federal agencies and those 
maintained by the Commission Including 
those in which other agencies partici¬ 
pate through temporary custody of rec¬ 
ord information. This part applies to 
each executive department and inde¬ 
pendent establishment of the Federal 
Government. Including (1) each corpo¬ 
ration wholly owned or controlled by the 
United 8tates. and (2) with respect to 
positions subject to Civil Service rules 
and regulations, the legislative and Judi¬ 
cial branches of the Federal Government 
and the Government of the District of 
Columbia. 

(b) In this part: 

(1) “Record" means any item, collec¬ 
tion. or grouping of information about an 
individual that is maintained by an 
agency, including but not limited to ed¬ 
ucation, financial transactions, medical 
history, and criminal or employment his¬ 
tory and that contains a name, or an 
Identifying number, symbol, or other 
identifying particular assigned to an in¬ 
dividual, such as a Anger or voice print 
or photograph: 

(2) "System of records" means a group 

of any records under the control of any 
agency from which information is re¬ 
trieved by the name of an individual or 
by some Identifying number, symbol or 
other identifying particular assigned w 
an individual; . 

(3) "Routine use" means, with respeo 
to the disclosure of a record, the ostw 
such record for a purpose which b com¬ 
patible with the purpose for which It w&s 
collected; and 

(4) “Personnel Record" * 

personal Information maintained in ■ 
system of records as defined in 
graph (b)(1) of this section that * 
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needed for personnel management pro¬ 
grams or processes such as staffing, em¬ 
ployee development, retirement, and 
grievances and appeals. 

§ 293.102 General policy. 

The responsibility for effective person¬ 
nel management administration assigned 
by laws and Executive Orders to the 
Commission and to agencies requires the 
gathering and use of personal informa¬ 
tion about individuals. The Commission 
accepts its responsibility to protect the 
privacy of individuals. Involved in any 
phase of the personnel management 
processes of the Government. Agencies 
arc to ensure that all personnel records, 
including those maintained for the Com¬ 
mission, are maintained In such a way 
that the privacy of all individuals con¬ 
cerned is protected. 


§ 293.103 Publication of annual notices. 

(а) A notice of the existence of person¬ 
nel records meeting the definition of n 
system of records as defined in this part 
shall be published annually in the format 
prescribed by the General Services Ad¬ 
ministration in the Federal Register, in¬ 
cluding: 

<1> The name and location of the 

system; 

(2) The categories of individuals on 
whom records are maintained in the 

system; 

<3) The categories of records main¬ 
tained in the system; 

(4) Each routine use of the records 
contained in the system, including the 
categories of users and the purposes of 
such use; 

(5) The policies and practices of the 
agency regarding storage, retrievablllty, 
access controls, retention, and disposal 
of the records; 

(б) The title and business address of 
the agency official who is responsible for 
the system of records; 

(7) The agency procedures whereby an 
individual can be notified at his request 
if the system of records contains a rec¬ 
ord pertaining to him; 

The agency procedures whereby an 
Individual can be notified how access can 
be gained to any record pertaining to 
that individual contained in the systerp 
of records, and the procedure for cor¬ 
rection or contesting of its content; and 

<9> The categories of sources of rec¬ 
ords in the system. 

( b> All systems of personnel records 
that arc maintained by an agency are 
subject to the annual public notice re¬ 
quirement. The Civil Service Commis¬ 
sion will assume responsibility for pub¬ 
lishing annually in the Federal Register 
a notice of all systems of personnel rec¬ 
ords This notice will include personnel 
records systems that the Commission: 

11 > Maintains as an agency; 

( 2) Specifically requires agencies to 
maintain; 

' 3) Authorizes agencies to maintain; 


By Implication In the Federal Per- 
iiel Manual, places a recordkeeping 
requirement on agencies. 


Agencies are responsible for publishing 
annually in the Federal Register a no¬ 
tice of systems of personnel records that 
they maintain In addition to those cited 
above. 

§ 293.101 New uses of information. 

<a) At least 30 days prior to publica¬ 
tion of information under S 293.103, 
agencies shall publish in the Federal 
Register a notice of their intention to 
establish a new routine use for a system 
of records. This will give the public an 
opportunity to comment on such use. 
This notice must contain: 

(1) The name of the system of records 
for which the routine use is to be estab¬ 
lished; 

(2) The authority for the system; 

<3) The purpose for which the record 
is to be maintained; 

<4> The proposed routine use(s>; 

(5) The purpose of the routine use(s>; 
and 

(6) The categories of recipients for 
each. 

<b) Agencies shall publish advance 
routine uses for all systems for which 
they publish annual notices. Requests for 
additions to routine uses for systems for 
which the Commission publishes the an¬ 
nual notices may be sent to: 

Director, Bureau of Manpower Information 

Systems 

U.S. Civil Service Commission 
1900 E Street. NW 
Washington, D C. 20415. 

§ 293.105 Reports concerning changes 
to systems. 

(a) Agencies shall provide to Congress, 
the Office of Management and Budget, 
and the Privacy Protection Study Com¬ 
mission advance notice of any proposal 
to establish or alter any system of per¬ 
sonnel records. This report will be sub¬ 
mitted in accordance with guidelines 
from the Office of Management and 
Budget. 

§ 293,106 Use of the Social Security Ac¬ 
count Number in personnel systems. 
[Reserved] 

§ 293.107 Rules of conduct. 

It is the responsibility of the head of 
each agency to assure that persons in¬ 
volved in the design, development, opera¬ 
tion, or maintenance of any system of 
personnel records are informed of all 
requirements to protect the privacy of 
the individuals who are subjects of the 
records. Employees should be informed 
of all the implications of their actions in 
this area, including especially: 

(a) That there are criminal penalties 
under 5 UJ3.C. section 552a for know¬ 
ingly and willfully disclosing a record 
about an individual without the WTitten 
consent or the written request of that 
individual or unless disclosure is for one 
of the reasons listed under section 297.108 
of this chapter; and 

(b) That the agency may be subject 
to civil suit due to failure to comply with 
the provisions of fit 297.111 and 297.112 
of this chapter. 


§293.101* Safeguarding personnel in¬ 
formation in manual personnel rec¬ 
ord ftystemn. 

(a) Each agency shall establish ad¬ 
ministrative and physical controls to pro¬ 
tect personal information In personnel 
records from unauthorized access or dis¬ 
closure. Each agency shall designate an 
official where personnel records are 
stored who shall be responsible for pro¬ 
viding protection and accountability for 
such records at all times and insuring 
that personnel records are secured in ap¬ 
propriate containers whenever they are 
not in use or under direct control of 
authorized persons. Personnel records 
may be used, held, or stored only where 
facilities or conditions are adequate to 
prevent unauthorized access. Whenever 
personnel records arc not under the per¬ 
sonal control of an authorized person, 
they must be stored in a metal filing cabi¬ 
net having a built-in. three-position, 
dial-type combination lock; or a metal 
filing cabinet equipped writh a steel lock 
bar, provided it is secured by a GSA- 
approved changeable combination pad¬ 
lock; or in lockable metal filing cabinets 
in a secured room. Alternative storage 
systems may be employed provided they 
fumLsh an equivalent or greater degree 
of physical security than the cited 
methods. 

(b) Access to and use of personnel 
records shall be permitted only by per¬ 
sons whose official duties require such 
access or, pursuant to $297,111 of this 
chapter, to a person to whom the per¬ 
sonnel record pertains or his or her des¬ 
ignated personal representative. Access 
to areas where personnel records are 
stored will be limited to only those per¬ 
sons whose official duties require work 
in such areas. Proper control of person¬ 
nel records shall be maintained at all 
times, including an accounting of their 
removal from the storage area. 

(c) Each agency shall assure that all 
persons whose official duties require ac¬ 
cess to and use of personnel records are 
adequately trained to protect the security 
and privacy of personnel records. 

<d> The disposal and destruction of 
personnel records shall be in accordance 
with General Schedule 1 promulgated by 
the General Services Administration. 

§ 293.109 Safeguarding personnel rrc- 
ord* in automated personnel rerord 
systems* 

(a) Each agency shall establish ad¬ 
ministrative, technical, physical, and se¬ 
curity safeguards to prevent unauthor¬ 
ized disclosure or destruction of identi¬ 
fiable personnel data in automated sys¬ 
tems of records. These safeguards shall 
apply to all automated systems in which 
identifiable personnel data are processed, 
including all reports and outputs from 
those systems which contain identifiable 
personal information. The safeguards 
must be sufficient to prevent careless, ac¬ 
cidental. or unintentional disclosure, 
modification, or destruction of identifi¬ 
able personnel data as well as minimizing 
the risk that skilled technicians or knowl- 
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cdgeablc persons could improperly obtain 
access to. modify, or destroy identifiable 
personnel data; and casual entry by un¬ 
skilled persons who have no official rea¬ 
son for access to such data. Each agency 
shall designate an official where auto¬ 
mated identifiable personnel data are 
processed, stored, or maintained who 
shall be responsible for the protection 
and accountability of all personnel data 
in automated systems. Including input 
and output documents, punched cards, 
and magnetic tape disk or records. 

tb> Identifiable personnel informa¬ 
tion may be processed, stored, or main¬ 
tained by automated data systems only 
where facilities or conditions arc ade¬ 
quate to prevent unauthorized access to 
identifiable personnel data in any form. 
Whenever identifiable personnel data, 
Including Input and output documents, 
punched cards, and magnetic tapes or 
disk are not under the personal con¬ 
trol of an authorized person, such in¬ 
formation must be stored in a metal 
filing cabinet having a built-in. three- 
position, dial-type combination lock: or 
a metal filing cabinet equipped with a 
steel lock bar. provided it is secured by a 
GSA-approved changeable combination 
padlock; or in adequate containers in a 
secured room. These are minimum re¬ 
quirements; however, more stringent 
physical security controls may be em¬ 
ployed. 

<c> Access to and use of identifiable 
personnel data associated with auto¬ 
mated data systems shall be limited to 
those persons whose official duties re¬ 
quire such access. Proper control of iden¬ 
tifiable personnel data, in any form, asso¬ 
ciated with automated data systems shall 
be maintained at all times, including 
maintenance of accountability records 
showing disposition of input and output 
documents. 

(d) Each agency shall assure that all 
persons whose official duties require ac¬ 
cess to, processing, and maintenance of 
identifiable personnel data in automated 
data systems are adequately trained in 
the security and privacy of personnel 
data. 

(e) The disposal and disposition of 
identifiable personnel data in automated 
systems shall be by shredding, burning, 
or. In the case of magnetic tapes or disk, 
degaussing. 

§ 293.110 Accounting of llir di*rlo*urr* 
of pcrMinncI record*. 

(a) All disclosures of records covered 
by this section shall be accounted for by 
keeping a written record of the following 
information: the date, nature, and pur¬ 
pose of each disclosure of a record to any 
person or to another agency unless made 
pursuant to paragraph (a), <b), or <c) of 
( 297.108 of tills chapter. In addition, the 
name and address of the person to whom 
the disclosure is made shall be recorded. 

<b) The accounting of disclosures may 
be recorded in any system an agency de¬ 
termines Is sufficient for tills purpose. 
The agency must be able to construct 
from Its system a listing of all disclosures. 
The accounting should provide a cross¬ 


reference to the justification or basis 
ujxm which the release was made, in¬ 
cluding any written documentation re¬ 
quired when records are released for 
statistical or law enforcement purposes. 

(c) For purposes of this part, the sys¬ 
tem of accounting of disclosures Is not a 
system of records under the definition In 
I 293.101 <b> of this part and no account¬ 
ing need be maintained for disclosure of 
the accounting of disclosures. 

§ 293.111 Annual report. 

By April 30th of each year, agencies 
will submit to the Office of Management 
and Budget a report covering activities 
under the Privacy Act of 1974 as they 
relate to personnel records. Agencies 
shall follow’ the instructions issued by 
the Office of Management and Budget for 
submitting the report. 


2. Title 5, Code of Federal Regulations, 
is also amended by establishing a new 
Part 297, 8ubpart A as follows; 

PART 297—PROTECTION OF PRIVACY 
IN PERSONNEL RECORDS 

Subpart A—Record* Maintained on individual* 

SdC. 

207.101 Purpose. 

207.102 Content of record* systems. 

297.103 Collection of personal Information 
from Individual concerned. 

297.104 Uses of Information. 

297.105 Standards of accuracy. 

297.100 Restriction on maintenance of cer¬ 
tain records. 

297.107 Routines uiea of personnel records. 

297.108 Written consent for disclosure. 

297.109 Notification of disclosure under 
compulsory legal process. 

297.110 Notification to prior recipients of 
corrected or disputed records. 

297 111 Access to personnel records. 

297.112 Requests to amend records and dis¬ 
putes thereto. 

297.113 Disclosure of disputed information. 

297.114 Publication of rules and procedures. 

297.115 Fees. 

207.110 Exemptions. 

AtrrHoarrr: (5 UJB.C. 652a); sec. 4. E.O. 
10601: 8 CFR 1954-1958 Comp., p. 205. 

Subpart A—Records Maintained on 
Individuals 

§ 297.101 Purpose. 

Tills part sets forth the basic policies 
of the Commission regarding the protec¬ 
tion of individual privacy In personnel 
administration. It covers systems of rec¬ 
ords prescribed by the Commission, and 
applies to each executive department and 
independent establishment of the Fed¬ 
eral Government, including (a) each 
corporation wholly owmed or controlled 
by the United States, and (b) with re¬ 
spect to positions subject to Civil Serv¬ 
ice rules and regulations, the legislative 
and judicial branches of the Federal 
Government and the Government of the 
District of Columbia. 

§ 297.102 Content of record* *y»tems. 

Agencies shall maintain in personnel 
records systems only information about 
an individual that is relevant to accom¬ 
plish the personnel administration pur¬ 
poses of the agency required by statute 
or Executive Order. Agencies shall iden¬ 


tify the specific provision in law which 
authorizes them to maintain or propo.se 
to maintain information in a system of 
personnel records. Authority to maintain 
a system of records does not give the 
agency the authority to maintain any in¬ 
formation it deems useful. Agencies 
should test each item in a system to en¬ 
sure that it is both relevant and nec¬ 
essary. The Commission shall Identify 
in Chapter 297 of the Federal Personnel 
Manual those salutes. Executive Order . 
or other authority which authorizes 
agencies to maintain personal informa¬ 
tion In systems of personnel records. All 
other items of information recorded In 
personnel systems shall be similarly Iden¬ 
tified in an internal publication by the 
agency. 

§ 297.103 Collection of prrmnal infor¬ 
mation from individual ronerrnni. 

Any information used In whole or in 
part in making a determination about an 
individual’s rights, benefits, or privileges 
under Federal personnel programs 
should, to the extent practicable, be col¬ 
lected directly from the subject indi¬ 
vidual. Agencies should use Information 
from the individual, such as that pro¬ 
vided by the individual in the applica¬ 
tion for employment, unless: (a) The 
nature of the information is such that 
it can only be obtained from a third 
party; (b) the cost of collecting the in¬ 
formation from the individual is unrea¬ 
sonable when compared with the cost 
of collecting it from a third party; (c) 
there is no risk that Information col¬ 
lected from third parties, if Inaccurate, 
could result in an adverse determination 
to the Individual concerned; <d) the in¬ 
formation supplied by an individual 
must be verified by a third party; or (e) 
provisions are made to verify with the 
subject individual information collected 
from a third party. 

§ 297.10*4 Uses of information. 

Agencies shall ensure that Individuals 
from whom information Is collected 
about themselves are informed of the 
reasons for requesting the Information, 
how it may be used, and what the con¬ 
sequences are. If any, of not providing 
the Information. As a minimum, the 
individual should be given the follow lng 
Information In language which is explicit 
and easily understood and not so lengthy 
as to deter an individual from reading it; 

fa) Cite the specific provisions of the 
statute or Executive Order, Including s 
brief title or subject, which authorizes the 
agency to collect the personal Informa¬ 
tion it is requesting. Inform the individ¬ 
ual whether or nota response Is manda¬ 
tory or voluntary and the possible con¬ 
sequences for failing to respond. When 
possible, agencies should avoid includ¬ 
ing required and optional information on 
the same form. 

<b) Cite the general purposes for 
w’hich the Information will be used in¬ 
cluding all purposes for which the record 
will be used by the agency which main¬ 
tains it. Purposes should be stated spe¬ 
cifically, but not in such detail that the 
Individual Is discouraged from reading it. 
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(c) Cite the specific routine uses for 
which the information will be employed. 
This may be a summary of the informa¬ 
tion published In the public notice under 

{ 297.107. 

<d) Cite the effects on the Individual, 
if any, of not providing any or all of the 
information requested. 

§ 297,105 Slamlarcift of «mira<*y. 

To minimize the risk that an agency 
will make an unwarranted adverse per¬ 
sonnel determination about an individual 
or disseminate inaccurate information 
about an individual, all personnel records 
which are used in making any such de¬ 
termination shall be maintained with 
such accuracy, relevance, timeliness, and 
completeness as Is reasonably necessary 
to assure fairness to the individual in the 
determination. Agencies must provide, at 
the employee’s Initiative and by public 
notice, to employees an opportunity, at 
least annually, to review automated and 
manual personnel records that are main¬ 
tained concerning the employee and that 
have the potential of being used in mak¬ 
ing a determination about the individual 
or being Inaccurately disclosed under 
routine uses outside the agency. 

§297.106 Restriction on maintenance 
of certain record*. 

Personnel records describing how in¬ 
dividuals exercise rights guaranteed by 
the First Amendment are prohibited un¬ 
less .specifically authorized by statute, or 
by the individual concerned, or unless 
pertinent to and within the scope of an 
authorized law enforcement activity. The 
exercise of these rights Includes, but is 
not limited to. religious and political be¬ 
liefs, freedom of speech and the press, 
and freedom of assembly and to edition 

§ 297.107 Routine of personnel 

record*. 

(a) The Commission will publish an¬ 
nually in the Federal Register a notice 
of the routine uses of systems of person¬ 
nel records maintained or controlled by 
the Commission. This notice will Include, 
but is not limited to, those Indicated In 
chapter 293 of the Federal Personnel 
Manual that meet the definition of a 
"system of records” as defined in 1 293.- 
101 <b) of this chapter. This notice will 
also include all the proper and necessary 
uses of these systems of records. 

(b) Agencies are responsible for estab¬ 
lishing and publishing annually in the 
Federal Register routine uses for all sys¬ 
tems of personnel records that they 
maintain In addition to those cited in 
S 293.103(b) of this chapter. 

§297.108 Written consent fop dt»rlo- 
*urc. 

An agency may not disclose any per¬ 
sonal Information from personnel rec¬ 
ords to any person or to another agency 
unless they have or acquire the express 
written consent of the Individual to 
whom the record pertains. Written con¬ 
sent is not required If the disclosure Is: 

<*> To officers or employees of the 
agency that maintains the record who 
have a need for the information in the 
official performance of their duties: 


(b) To transmit the personnel records 
to another personnel office in a different 
agency as a result of a transfer or po¬ 
tential transfer of the individual to 
whom the personnel records pertain. 

<c) Required under the provisions of 
the Freedom of Information Act: 

(d) For a routine use as published in 
the annual notice in the Federal Reg¬ 
ister; 

(e) To the Bureau of the Census for 
uses pursuant to Title 13; 

<f) To a recipient who has provided 
the agency with advance adequate assur¬ 
ance that the record will be used solely 
as a statistical research or reporting rec¬ 
ord and the record is to be transferred in 
n form that Is not individually identifi¬ 
able. The written statement should in¬ 
clude as a minimum: 

(1) A statement of the purpose for 
requesting the records; and 

(2) Certification that the records will 
be used only for statistical purposes. 

These written statements should be 
maintained as agency records under 
I 293.110 of this chapter. In addition to 
stripping personally identifying Infor¬ 
mation from records released for statis¬ 
tical purposes, agencies shall ensure that 
the Identity of the individual cannot rea¬ 
sonably be deduced by combining various 
statistical records. 

<g> to the National Archives of the 
United States as a record which has suf¬ 
ficient historical or other value to war¬ 
rant Its continued preservation by the 
United States Government or for the 
evaluation by the Administrator of Gen¬ 
eral Services or his designee to deter¬ 
mine whether the record has such value: 

ih> to another agency or unit of local. 
8tate. or Federal Government on receipt 
of an Individual written request describ¬ 
ing the law enforcement purpose for 
which the record is required and specify¬ 
ing which record is required. A record 
may be disclosed to a law enforcement 
agency at the Initiative of the agency 
which maintains the record when crim¬ 
inal conduct is suspected, provided that 
such disclosure has been established as a 
routine use under l 297.104, or when the 
Instance of misconduct is directly related 
to the purpose for which the record is 
maintained: 

(i) to a person showing compelling 
circumstances affecting the health and 
safety of an individual (not necessarily 
the Individual to whom the record per¬ 
tains) . Upon such disclosure, a notifica¬ 
tion of such must be sent to the last 
known address of the individual; 

(J) to either House of Congress or to 
a subcommittee or committee (joint or 
of cither House> to the extent that the 
subject matter falls within their Juris¬ 
diction; 

< k> to the Comptroller General, or any 
of his authorized representatives, in the 
course of the performance of the duties 
of the Geueral Accounting Office; or 

(1) pursuant to the order of a court 
of competent Jurisdiction. 

§ 297.109 Noli fir at ion of iliviu*urc 

uiulrr compulsory legal proc< w>. 

If a record Is disclosed under a com¬ 
pulsory legal process under § 297.108(h) 


or (1) and the Issuance of the order or 
subpena is made public by the court 
which issued it, the agency must make 
a reasonable effort to notify the Indi¬ 
vidual to wh^m the record pertains. A 
notice should be sent to the individual’* 
last known address according to the 
agency's files. 

§297.110 Noiifirnt'on to prior rccin- 
irttt* of corrected or disputed rrrortl*. 

If any correction or notation of dispvtte 
is made about a personnel record under 
f 297.112. the agency maintaining the 
record must notify each person or agency 
who received that portion of the record 
of the exact nature of the correction or 
that a dispute of the record has been 
made. Agencies who are recipients of such 
Information matt, in turn, furnish the 
correction to those to whom they dis¬ 
closed that portion of the record. This 
requirement applies only In those In¬ 
stances where n r^srd of dlsclomre has 
been made. Th^rrfrre, It does not aprlv 
to disclosures made internally to ngenev 
personnel in the performance of their 
official duties, under the Freedom of In¬ 
formation Act, or prior to September 27, 
1975. 

§297.111 ArrtM In personnel record*. 

(a) Upon request, personnel records 
of an employee or former employee shall 
be disclosed to the individual to whom 
the record pertains and under whose In¬ 
dividual name and/or identifier they are 
filed. A person of his or her own choos¬ 
ing may accompany the individual when 
the record is disclosed, or the record may 
be released to the individual's representa¬ 
tive who has the notarized written con¬ 
sent of the employee or former employee 
or the notarized written consent of the 
person who has the right under § 294.109 
of this chapter. Any disclosure of original 
records must be made in the presence of 
a representative of the agency having 
physical custody of the records. Before 
disclosure, the following procedures shall 
apply: 

< 1) The medical records shall be dis¬ 
closed to the individual to whom it per¬ 
tains unless, in the judgment of the 
agency, access to such record could have 
an adverse effect upon such individual. 
When the agency, in consultation with a 
medical doctor, determines that the dis¬ 
closure of medical information could 
have an adverse effect upon the indi¬ 
vidual to wham It pertains, the agency 
may transmit such Information to a med¬ 
ical doctor named by the requesting 
Individual. 

(2) Test material and copies of certifi¬ 
cates and other lists of eligiblcs the dis¬ 
closure of which is prescribed by 5 294.501 
of this chapter shall be removed from the 
records. 

<3> Investigative reports shall be dis¬ 
closed to the individual to whom they 
pertain as prescribed by f 294.601 of this 
chapter. 

(b) Individuals will not be charged a 
fee for the first copy of any records per¬ 
taining to that Individual. The individual 
may not be charged for search or review 
or for copies If they are a necessary part 
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of the process of making the record avail¬ 
able for review. 

(c) Agencies shall require reasonable 
Identification of Individuals to assure 
tliat records ore disclosed to the proper 
person. Identification requirements 
should be consistent with the nature of 
the records being disclosed. 

(1) Disclosure of personnel records to 
the employee or former employee in per¬ 
son requires that the Individual show an 
identification card; employee identifica¬ 
tion. annuitant identification, medicare 
cards, or driver's licenses are examples 
of acceptable identification. For records 
disclosed in person or by mail, agencies 
may require whatever identifying infor¬ 
mation is needed to locate the record 
(name, social security number, date of 
birth, etc.). A comparison of the signa¬ 
tures of the requestor and those in the 
record will be used to determine identity. 
If the agency official who has responsi¬ 
bility for the release of the record deter¬ 
mines that the data in the record is so 
sensitive that unauthorized access could 
cause harm or embarrassment to the in¬ 
dividual or former employee, o signed 
notarized statement may be required 
w hen the record is requested by mail. 

<2) If an individual con provide no 
suitable documents for identification, the 
agency may require a signed statement 
asserting identity and stipulating that 
t)ic Individual understands that know¬ 
ingly or willfully seeking or obtaining 
access to records about another person 
under false pretenses is punishable by a 
fine of up to $5,000. 

(3) Agencies may require an employee 
or former employee who wishes to be ac¬ 
companied by another person when re¬ 
viewing his or her records to furnish a 
written statement authorizing discussion 
of his or her records In the presence of 
the accompanying person. 

(4) The requirements of this section do 
not entitle an individual the right to ac¬ 
cess to any Information compiled in rea¬ 
sonable anticipation of a civil action or 
proceeding. 

§297.112 Rrquc»l* l«» amend record* 
and diapalca thereto# 

(a) Agencies shall allow individuals 
to request amendment of their personnel 
records to the extent that such amend¬ 
ment docs not violate existing statute, 
regulation, or administrative procedure. 
Requests to amend personnel records of 
active employees should be submitted, in 
writing, to the Director of Personnel of 
the agency who has the authority to 
maintain the records. Requests to amend 
personnel records of former Federal em¬ 
ployees that are located in Federal rec¬ 
ords centers should be submitted to: Di¬ 
rector. Bureau of Manpower Information 
Systems, U.8. Civil Service Commission. 
1900 E Street, NW.. Washington. D.C. 
20415. Such requests should contain, as 
a minimum, identifying information 
needed to locate the record, a brief de¬ 
scription of the item or items of informa¬ 
tion to be amended, and the reason for 
the requested change. Agencies may also 
require verification of identity consistent 
with §297.111(0# 


(b) Agencies will provide a written ac¬ 
knowledgement of the receipt of a re¬ 
quest to amend a record to the individual 
within ten days excluding Saturdays, 
Sundays, and legal public holidays) to 
the individual who requested the amend¬ 
ment. Such an acknowledgement may. if 
necessary, request any additional Infor¬ 
mation needed to make a determination. 
No acknowledgement is required If the 
request can be reviewed, processed, and 
the individual notified of compliance or 
denial within the ten-day period. 

(c) Agencies will promptly take one of 
the following actions on requests to 
amend records: 

(1) In accordance with cxLvtlng stat¬ 
ute. regulation, or administrative pro¬ 
cedure. make any correction of any por¬ 
tion thereof which the individual believes 
is not accurate, relevant, timely, or com¬ 
plete: or 

(2) Inform the individual of its re¬ 
fusal to amend the record in accordance 
with his or her request, the reason for 
the refusal, and the procedures estab¬ 
lished by the agency or the Commission 
for the Individual to request a review of 
the refusal by: 

(i) The head of the agency or an officer 
designated by the head of the agency and 
the name and business address of that 
official if the record is maintained in ad¬ 
dition to those cited in § 293.103<b> of 
this chapter; or 

(ii> The Director. Bureau of Man¬ 
power Information Systems, UB. Civil 
Service Commission. Washington, D.C. 
20415, if the requests involves one of the 
record systems cited in § 293.103(b) of 
this chapter. 

(3) Refer the request to the agency 
that has control and maintains the rec¬ 
ord in those instances where the record 
requested remains the property of the 
controlling agency. 

(d) Agencies shall use the following 
standards In reviewing records: 

<l) In reviewing a record in response 
to a request to amend it. agencies shall 
assess the accuracy, relevance, time¬ 
liness. or completeness of the record. 
Agencies shall develop tolerances for 
accuracy and timeliness, giving consid¬ 
eration to whether such tolerances could 
result in consequences adverse to the in¬ 
dividual. Agencies must limit their rec¬ 
ords to those elements of Information 
which clearly bear on the determination 
and assure that all those elements are 
present before a determination is made. 
Criteria for determining record quality 
will be published In pertinent chapters 
in the Federal Personnel Manual. 

<2> Agencies shall develop similar 
criteria for their records systems and 
publish them in agency manuals. 

<e) If the agency agrees with an in¬ 
dividual's request to amend a personnel 
record, it shall: 

(1) So advise the individual in writ¬ 
ing; ^ _ 

<2> Correct the record accordingly: 
and 

(3) If an accounting of disclosure has 
been made, advise all previous recipients 
of the record which was corrected of 
the correction and Us substance. 


(f) If the agency, after an initial re¬ 
view of a request to amend a personnel 
record, disagrees with all or any portion 
of it. the agfency shall: 

< l) Advise the individual of Its refusal 
and the reasons for it; 

<2> Inform the individual that he or 
she may request a further review in ac¬ 
cordance with § 297.11 4c) <2) of this 
part; and 

(3) Describe the procedures for re¬ 
questing such review including the name 
and address of the official to whom the 
request should be directed. The pro¬ 
cedures shall be as brief and simple as 
possible and shall Include an indication 
of where the individual can seek advice 
or assistance in obtaining such a review 

(g) If an Individual disagrees with 
the initial agency determination, the in¬ 
dividual may file a request for a further 
review of that determination. The review' 
should be made by the agency head or 
someone he designates in taritlng who is 
senior to the officer or employee who 
made the initial determination, or by 
the Director, Bureau of Manpower In¬ 
formation System. U.S. Civil Service 
Commission, Washington. D.C,, 20415. 
if the request Involves one of the record 
systems cited in § 293.1034b) of this 
chapter. 

<h> If after the review, the official 
also refuses to amend the records as the 
individual requested, the agency shall 
advise the individual: 

<1> Of its refusal and the reasons for 
it: 

(2) Of his or her right to file a con¬ 
cise statement of the reasons for dis¬ 
agreeing with the decision of the agency; 

<3) Of the procedures for filing the 
statement of disagreement: 

<4> That the statement which is filed 
will be made available to anyone to whom 
the record is subsequently disclosed to¬ 
gether with, at the discretion of the 
agency, a brief statement by the agency 
summarizing its reasons for refusing to 
amend the record: 

(5) That prior recipients of the dis¬ 
puted record will be provided a copy of 
any statement of dispute to the extent 
that an accounting of disclosures was 
maintained; and 

(6) His or her right to seek Judicial 
review of the agency’s refusal to ament! a 
record. 

<i) If after the review, the official de¬ 
termines that the record should be 
amended in accordance with the in¬ 
dividual’s request, the agency should 
proceed as in § 297.112(e) of this chap¬ 
ter. 

(J) A final agency or Commission de¬ 
termination on the individual’s request 
for a review of the agency’s initial re¬ 
fusal to amend the record must be con¬ 
cluded within 30 days (excluding Satur¬ 
days. 8undays, and legal public holiday*> 
unless the agency head or the Commis¬ 
sion determines that a fair and equitable 
review cannot be made within that time. 
If additional time Is required, the indi¬ 
vidual will be informed in writing oi 
reasons for the delay and of the approxi¬ 
mate date on which the review is ex¬ 
pected to be completed. 
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§297.113 Di*rIofture of disputed infor¬ 
mation. 

If after an agency or the Commission 
has refused to amend a personnel record 
and the Individual has filed a statement 
under f 297.112(h), the agency or the 
(Commission will clearly annotate the 
record so that the fact that the record 
is disputed is apparent to anyone who 
may subsequently have access to. use. 
or disclose it When information that 
is the subject of a statement of dispute 
filed by an individual Is subsequently 
disclosed, agencies should note that the 
information is disputed and provide a 
a copy of the individual's statement. 
Agencies also may include a brief sum¬ 
mary of their reasons for not making a 
correction when disclosing disputed in¬ 
formation. Such statements normally 
will be limited to the reasons given to 
the individual for not amending the rec¬ 
ord. Copies of the agency's statement 
shall be treated os part of the individual’s 
record for granting access; however. It 
will not be subject to amendment by the 
Individual. 

§297.114 Publication of rule* ami pro¬ 
cedures. 

(a) The Commission sets forth in this 
part the rules and procedures for dis¬ 
closure of personnel records for which 
it has responsibility. 

(b) Agencies shall publish similar 
rules and procedures consistent with 
those of the Commission for disclosure 
of personnel records for which they have 
resjxmsibility. 

§297.115 Fees. 

Agencies shall charge no fees for pro¬ 
viding the first copy of & record or any 
portion thereof to Individuals to whom 
the record pertains. 

§297.116 Exemption*. 

The following systems of records are 
partially exempt under the Privacy Act 
of 1974 and these rules: 

(a) Personnel records that are speci¬ 
fically authorized under criteria estab¬ 
lished under an Executive Order to be 
Icept secret in the Interest of national 
defense or foreign policy and are in fact 
properly classified pursuant to such 
Executive Order. 

(b> Statistical personnel records that 
are used only to generate aggregate data 
or for other evaluative or analytical pur¬ 
poses and which are not used to make 
decisions on the rights, benefits, or en¬ 
titlements of individuals. 

<c) Investigatory material maintained 
solely for the purposes of determining 
an individual's qualifications, eligibility, 
or suitability for employment In the 
Federal civilian service. Federal con¬ 
tracts, or access to classified information, 
out only to the extent that disclosure of 
K ? C 4 w matcrtal would reveal the identity 
of the source who furnished information 
to the Government under an express 
P . ror !!i 5 f the Identity of the source 
would be held in confidence, or prior to 
September 27, 1975, under an implied 
promise that the Identity of the source 
would be held in confidence. 
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(d) Testing or examination material 
used solely to determine individual quali¬ 
fications for promotion or appointment 
in the Federal service the disclosure of 
which would compromise the objectivity 
or fairness of the testing or examination 
process. 

United States Civil Serv¬ 
ice Commission. 

[sealI James C. Spry. 

Executive Assistant 
to the Commissioners . 

|TO Doc.75 -13768 Filed 5 23 75;3:45 fun) 


ENVIRONMENTAL PROTECTION 
AGENCY 

[ 40 CFR Part 180 ] 

f OPP-260007; FRL 378 41 

LEPTOPHOS 

Proposed Revocation of Tolerance 

On May 31, 1974, the Environmental 
Protection Agency published In the Fed¬ 
eral Register (39 FR 19208) a regulation 
(Section 180.345) which established 
tolerances for combined residues of the 
insecticide leptophos (0-»4-bromo-2.5- 
dichlorophenyl) O-methyl phenylphos- 
phonothioate) and its metabolites O- 
(4-bromo-2,5-dichlorophenyl) O-methyl 
phenylphosphonate, 4-bromo-2,5-dichlo- 
rophenol. and 0-i2.5-diChlorophenyl) 
O-methyl phenylphonothioate (calcu¬ 
lated as leptophos) in or on the raw agri¬ 
cultural commodities lettuce at 10 parts 
per million and tomatoes at 2 parts per 
million. Section 180.3(e) was also 
amended at that time to include lepto¬ 
phos in the Ust of cholinesterase-inhibit¬ 
ing pesticides. These regulations were 
established based on data submitted by 
Velsicol Corp., 341 East Ohio St., Chicago 
IL 60611. in connection with a pesticide 
petition (PP 2F1228) which proposed the 
establishment of such tolerances. 

Subsequent to the establishment of 
the above tolerances, a recvaluatlon of 
the petition and other data confirmed 
that leptophos is an agent which pro¬ 
duces delayed neurotoxicity in hens. 
Additional information on leptophos is 
necessary to evaluate the passible hazard 
to man and other nontarget species from 
the potential effects of its use. 

Based on the above information, there 
is a reasonable basis to propose revoca¬ 
tion of the established tolerances for res¬ 
idues until adequate data arc provided 
by the petitioner to show that the use of 
leptophos on lettuce and tomatoes will 
not be detrimental to the public health. 

Any person who has registered or sub¬ 
mitted an application for the registra¬ 
tion of a pesticide under the Federal In¬ 
secticide. Fungicide, and Rodenticide 
Act which contains any of the ingredi¬ 
ents listed herein may request, on or 
before June 26, 1975, that this proposal 
be referred to an advisory committee in 
accordance with section 408(e) of the 
Federal Food, Drug, and Cosmetic Act. 

Interested persons are invited to sub¬ 
mit written comments on the proposed 
regulation to the Federal Register Sec¬ 
tion. Techincal Services Division (WH- 
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569), Office of Pesticide Programs, Ecv* - 
ronmcntal Protection Agency. Room 423. 
East Tower. 401 M Street SW.. Washing¬ 
ton. D.C. 20460. Three copies of the com¬ 
ments should be submitted to facilitate 
the work of the Agency and others inter¬ 
ested in reviewing them. The comments 
must be received on or before June 26. 
1975 and should bear a notation Indicat¬ 
ing the subject f OPP-2600071. All writ¬ 
ten comments filed pursuant to this no¬ 
tice will be available for public inspec¬ 
tion in the office of the Federal Register 
Section from 8:30 a.m. to 4 p.m. Mon¬ 
day through Friday. 

Dated May 16. 1975. 

John B. Hitch. Jr., 
Director, Registration Division. 

iSec. 406 (e) and fm) of the Fedeml Food. 
Drug, and Cosmetic Act (21 USC. 346a (e) 
and fm))) 

It is proposed to amend Part 180 as 
follows: 

§180.3 I Amended) 

1. By deleting in 4 180.3(e) (5) the sen¬ 
tence, “Leptophos and its cholinesterase- 
inhibiting metabolites/* 

§ 180.315 | Removed 1 

2. By deleting 9 180.345 from Subpart 
C. 

|FR Doc.75-13661 Filed 5-23-75.8:45 am| 


FEDERAL COMMUNICATIONS 
COMMISSION 

[ 47 CFR Part 73 ] 

(Docket No. 20401; RM-2363) 

TABLE OF ASSIGNMENTS, MISSOURI 

FM Broadcast Stations; Extension of Time 
for Comments and Reply Comments 

In the matter of amendment of l 73.- 
202(b), Table of Assignments. FM Broad¬ 
cast Stations (Jefferson City. Missouri;. 

1. On March 21, 1975. the Commission 
adopted a notice of proposed rule mak¬ 
ing in the above-entitled proceeding. 
Publication was made In the Federal 
Register on April 3, 1975, 40 FR 14946. 
The dates for filing comments and reply 
comments are presently May 19, and 
June 9,1975, respectively. 

2. On March 14, 1975, counsel for CLW 
Broadcasters, requested that the time for 
filing comments and reply comments be 
extended to and including June 9 and 
June 23,1975. respectively. Counsel states 
that the additional time is needed to 
study the availability of other channels 
for assignment to Centralia, Missouri. 

3. We are of the view that the public 
interest would be served by extending 
the time in this proceeding. Accordingly, 
it is ordered . That the dates for filing 
comments and reply comments are ex¬ 
tended to and including June 9 and June 
23. 1975. respectively. 

4. This action is taken pursuant to au¬ 
thority found in sections 4(1), 5(d)(1), 
and 303 (r) of the Communications Act 
of 1934. as amended, and 41 0.281 and 
1.46 of the Commission's rules. 
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Adopted: May 16, 1975. 

Released: May 20.1975. 

Federal Communications 
Commission. 

I seal) Wallace E. Johnson. 

Chief . Broadcast Bureau. 

|FR Doc.75-13700 Filed 5-23-75:8:45 ami 

[ 47 CFR Parts 81. 83. 87.91.93.95 ] 

j Docket No. 203511 

SAFETY AND SPECIAL RADIO SERVICES 

Station Transmissions; Automatic Identifi¬ 
cation System; Extension for Time to File 

Comments 

In the matter of amendment of Parts 
81. 83. 87, 89. 91, 93. and 95 to institute 
rules regarding a system for automatic 
Identification of station transmissions. 

1. Electronic Industries Association 
<EIA) requests a three month extension 
of time until August 18. 1975. within 
which to file comments in the captioned 
matter. Comments and reply comments 
were due May 19 and June 2, 1975. 
respectively. 

2. In support of its request. EIA states 
that the complex issues raised by this 
proceeding require more time for study 
before a response can be made. In par¬ 
ticular. EIA requires this additional time 
to study: 

a How the quality of on-going com- 
muntcAilon* wUl be affected by the proposal. 

b. The technical compatibility problem* 
existing between the ATI8 proposal ana cur¬ 
rent standards for certain land mobile 
equipment, 

c. How the ATTS requirement* may affect 
on-going products and systems involving 
roob.le data transmission, and 

d. The economic Implications. 

Thus, we find that the statements made 
by EIA constitute a good cause for a 
grant of its request to extend the time 
for filing comments in this proceeding. 
While we are affording EIA and other 
interested persons additional filing time, 
we fully expect them to pursue their 
studies and arrange for needed meetings 
expeditiously and provide the Commis¬ 
sion with meaningful comments 

3. Accordingly, it is ordered, pursuant 
to 5# 0.131, 0.331. and 1.46 of the Com¬ 
mission's rules that the time for filing 
comments in the above captioned matter 
Is extended from May 19, 1975, to Au¬ 
gust 18. 1975, and reply comments from 
June 2, 1975, to September 2, 1975. 

Adopted: May 13.1975. 

Released: May 20.1975. 

[seal! 

Charles A. Higginbotham, 

Chief, Safety and Special 
Radio Services Bureau . 

|FR Doc.75-13701 Filed 5-23-75:8:45 am] 


POSTAL SERVICE 

[39 CFR Part 111] 

CITY DELIVERY 

Delivery Policy; New Establishments and 
Extensions 

Under the provisions of 39 CFR 111.3 
the Postal Service proposes to revise its 


“City Delivery" regulations In Part 155 
(39 CFR 155) of the Postal Service Man¬ 
ual principally by including within this 
Part a number of rules and regulations 
as to entitlement to particular forms of 
postal city delivery which heretofore have 
been published only as regional instruc¬ 
tions of the Postal Service. Because Re¬ 
gional Instructions are generally con¬ 
cerned only with internal operating pro¬ 
cedures and guidelines in the postal re¬ 
gions. they are not usually published in 
Chapter I of the Postal Service Manual, 
which Is Incorporated by refere nce In 
the Federal Register (see 39 CFR 111.1), 
or otherwise published in the Federal 
Register. In this instance, however, incor¬ 
poration of these regional instructions in 
Part 155 of the Postal Service Manual 
appears desirable to facilitate a better 
understanding of the City Delivery regu¬ 
lations of the Postal Service by concerned 
members of the public as well as by postal 
employees. 

The proposed regulatory changes would 
add to 3 155.41 a new sentence declaring 
that purchase, installation, maintenance, 
and replacement of delivery boxes arc 
not the responsibility of the UJ3. Postal 
Service. This will terminate an experi¬ 
ment under which boxes were supplied 
by the Postal Service to Induce the selec¬ 
tion of the most cost-effective form of 
city delivery. 

The revised regulations would delete 
present 3 155.2, authorizing the Ftegional 
Postmaster’ General or his designee to 
give final approvals for extension of door 
delivery. Recently, this discretionary au¬ 
thority has rarely been exercised, because 
of budgetary restraints. Accordingly, the 
change conforms to what has in fact be¬ 
come operating practice. 

In place of 3 155.2 the revised regula¬ 
tions would add a new 8 155.2 containing 
detailed rules on entitlement to particu¬ 
lar methods of postal delivery in business 
areas and residential housing (Including 
mobile/trailer homes), which presently 
are found only in regional Instructions. 
In addition, the new 8 155.2 would contain 
a new 8 155.23 to codify an administra¬ 
tive interpretation of regulations as to 
responses to municipal ordinances. 

Minor changes arc made in style and 
form (for example, the changes of 
"address number” to "street number" 
proposed for section 8 155.62). 

Interested persons wha wish to do so 
may submit written data, views, or argu¬ 
ments concerning this proposed change 
in Postal Service regulations to Assistant 
General Counsel. Special Projects Divi¬ 
sion, U.S. Postal Service. Washington. 
D.C. 20260, at any time before June 30, 
1975. After consideration of all comments 
received, the Postal Service will promul¬ 
gate the final regulations through 
amendments to Part 155 of the Postal 
Service Manual. Accordingly, complying 
voluntarily with the advance notice re¬ 
quirements of the Administrative Pro¬ 
cedure Act (5 U.S.C. 553 (b), (c)) re¬ 
garding proposed rule-making, the Postal 
Service proposes the following amend¬ 
ments of the Manual; 

In Part 155 of tho Postal Service Man¬ 
ual the following changes are made: 

1. Sections 155.1 and 155.2 arc revised 
to read as follows: 


155.1 Requirements far delivery service. 

.11 Establishment. Establishment refers to 
Initiation of delivery service In a community 
which currently does not receive mall de¬ 
livery. Consideration for establishing delivery 
service will be given when the following re¬ 
quirements are met: 

a. A population of 2,500 or more within the 
area to be served, or 750 possible deliveries 
(Postal population may vary greatly from the 
general census population because of differ¬ 
ent boundary interpretations and designa¬ 
tions.) 

b. Fifty percent of the building lots In the 
area to be served are Improved with houses 
or business places. Where a house or building 
and Its yard or grounds cover more than one 
lot, all lots involved are considered completely 
buUt up. 

c. Streets arc paved or otherwise improved 
to permit travel of post office vehicles at all 
times without damage or delay. 

d. Street signs are In place and house num¬ 
bers displayed, where applicable. 

e. Right-of-ways, turnouts, and areas ad¬ 
jacent to roads and streets are improved so 
that Installation and servicing of boxes will 
not be hazardous to the public or postal em¬ 
ployees. 

f. Satisfactory walks exist for carriers 
where required. 

g. Approved mall receptacles or door slots 
are Installed at designated locations. The re¬ 
quirements are essential to an efficient mall 
delivery service, and must be met before de¬ 
livery Is inaugurated in a community. In 
establishing delivery service, a combination 
of delivery methods should be considered to 
provide adequate service to all residential 
and business sections of a community All 
establishments of delivery service must have 
final approval of the Regional Postmaster 
General or his designee. 

.12 Extension. Extension refers to new de¬ 
livery in areas not included In the boundaries 
of present delivery aervioe. Delivery service 
extension requirements are the same as those 
listed In 155.11 with the exception of para¬ 
graph a. 

155.2 Delivery policy; new estshlhli- 
ntrnts and extension*. 

*21 In new establishments and extension*, 
delivery service should be afforded In areas 
that meet the criteria in Sections 155.11 and 
155.12. Postal 8cnr Ice Manual, and normally 
will be by motorized carrier to curbline 
boxes or to central delivery polnts/recepts- 
cles. supplemented as follows: 

.211 Business areas. The type and de¬ 
sign of buildings wUl dictate the method 
of delivery service to be implemented. Deliv¬ 
ery options are: 

a. Vertical Improved Mall (VIM) Program, 
which may Include: 

(1) Call Windows. 

(2) Lockboxes. 

(3) Mechanical Conveyors 

(Note: This Is available only for high-rise, 
multiple-tenant buildings, and only If cer¬ 
tain conditions are met. For details, oon- 
sult your postmaster.) 

b. Single polnta/receptacles/door slots pro¬ 
vided by business management. 

-212 Residential Housing.— a. General For 
all residential areas, except apartment houses 
and mobile/trailer homes, delivery options 
are: 

(1) Delivery to boxes located at the curb so 
they can be safely and conveniently served 
by the carrier from his vehicle: or. 

(2) Central delivery at one or more cen¬ 
tral points within a residential housing de¬ 
velopment. community, or area. Require¬ 
ments are: 

(a) Local postal managers must approve 
mailbox sites and equipment; 

(b) There must be a minimum of three 
mailboxes erected at one site (there U no 
maximum limit); and. 
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(c) Customers will not be required to 
trove! an unreasonable distance to obtain 
their mall, not to exceed 900 feet. 

b. Apartment house*. See 155.0 for delivery 

options. 

c. Mobile/trailer homes . Delivery options 
for mobile/trailer home developments depend 
upon whether the development Is permanent 
or transient. 

(1) Permanent types are developments 
consisting of managed mobile home parks or 
residential mobile home subdivisions where: 
lots are permanently assigned: streets are 
maintained for public use; and conditions 
are similar to those of a normal residential 
subdivision. For permanent developments, 
delivery options are: 

(a) Delivery to boxes located at the curb 
so they can be safety and conveniently served 
by the carrier from hla vehicle: 

(b) Delivery to a single point or receptacle 
designated by the management for receipt 
of mall for distribution by its employees; 

(c) Central delivery at one or more central 
points within the area. 

Requirements are: 

(1) Local postal managers must approve 
mailbox sites and equipment; 

(II) There must be a minimum of three 
mailboxes erected at one site (there Is no 
maximum limit); and. 

(III) Customers will not be required to 
travel an unreasonable distance to obtain 
their mall, not to exceed 300 feet. 

(2) Transient types are developments 
comprising recreational vehicle parks and 
trailer courts where the lots are temporarily 
rented and the occupants are transient. Such 
developments are considered transient, even 
though some families might live in this type 
of park for an extended period of time. For 
transient developments, the only delivery 
option la delivery to a single point or re¬ 
ceptacle designed by the trailer park man¬ 
agement for receipt of mall for distribution 
by its employees, 

Note: This method Is one of three options 
for permanent developments. 

22 Exceptions. —.221 FiU-tn. New homes 
built within an existing block of homes re¬ 
ceiving delivery service will receive the same 
level of service afforded other homes in the 
same block. However, where older homes are 
replaced with new housing, such as by urban 
renewal projects, the method of delivery pro¬ 
vided the new housing shall be In accord 
with 155212. 

223 Hardship cases . Door delivery will be 
considered on an Individual customer case 
bases where service through central, curbline, 
lockbox, or general delivery would place an 
extreme hardship on the customer. Only 
tbs Regional Postmaster General may ap¬ 
prove delivery exceptions for hardship cases. 

22 Where local, city, county, or state 
ordinance* prohibit the Installation of mill- 
boxes at the curb and safe servicing of these 
receptacles by the carrier from hla vehicle, 
delivery options are: 

-231 Central delivery at one or more central 
points within a residential housing develop¬ 
ment, community, or area. 

Requirements are: 

h. Local postal managers must approve 
mailbox sites and equipment; 

b. There must be a minimum of three 
mailboxes erected at one site (there Is no 
maximum limit); and. 

c. Customers will not be required to travel 
mi unreasonable distance to obtain their 

not to exceed 300 feet, or, 

*232 Lockbox or general delivery service at 
Jrf, postal facility where carrier 

delivery emanates. 

155.41 [Amended] 

J* 155.41 the following sentence I* 
added at the end thereof; 


"Purchase. Installation, maintenance, 
and replacement of delivery box equip¬ 
ment are not the responsibility of the 
U.S. Postal Service." 

155.62 [Amended] 

3. In 155.62, strike the words "address’* 
in the section heading and in the first 
sentence and insert in lieu thereof the 
word "street**. 

An appropriate amendment to 39 CFR 
111.3 to reflect these changes will be 
published on adoption of the proposal. 

(39 UB.C. 101, 401(2), 403(a). (b), 404(1). 
410(a)) 

Roger P. Craig. 

Deputy General Counsel. 

| FR Doc.75-13717 Filed 5-23-76:8:45 am| 

VETERANS ADMINISTRATION 
[ 38 CFR Part 21 ] 
EDUCATIONAL BENEFITS 

Determination of Satisfactory Progress, 
Conduct, and Enrollment 

It Is proposed to amend Part 21. Title 
38, Code of Federal Regulations to pro¬ 
vide more explicit guidelines for deter¬ 
mining satisfactory progress, conduct 
and enrollment of veterans and eligible 
persons. 

Section 21.4135 is amended to provide 
new guidelines for determining the point 
in time beyond which benefits may no 
longer be paid because the veteran or 
other eligible person is not enrolled and 
pursuing the course. 

Section 21.4203 is amended to be con¬ 
sistent with the change to 5$ 21.4253 and 
21.4277. 

Sections 21.4253 and 21.4277 are 
amended to clarify and make explicit 
that the 8tate approval agency should 
require educational institutions to main¬ 
tain and enforce standards and prac¬ 
tices for determining progress and con¬ 
duct of veterans and eligible persons for 
both accredited and nonaccredited 
courses. 

In addition to the substantive changes, 
editorial changes are made designed to 
reflect policy to avoid any appearance of 
seeming to preclude benefits for female 
veterans, their dependents and benefi¬ 
ciaries. 

Interested persons are invited to sub¬ 
mit written comments, suggestions, or 
objections regarding the proposal to the 
Administrator of Veterans Affairs (271 
A). Veterans Administration, 810 Ver¬ 
mont Avenue. NW., Washington. D.C. 
20420. All relevant material received be¬ 
fore June 26, 1975, will be considered. 
All written comments received will be 
available for public inspection at the 
above address only between the hours of 
8 am and 4:30 pm Monday through Fri¬ 
day (except holidays), during the men¬ 
tioned 30-day period and for 10 days 
thereafter. Any person visiting Central 
Office for the purpose of Inspecting any 
such comments will be received by the 
Central Office Veterans Assistance Unit 
in room 132. Such visitors to any VA field 
station will be informed that the records 
are available for Inspection only In Cen¬ 


tral Office and furnished the address and 
the above room number. 

Notice is also given that it is proposed 
to make these changes effective the date 
of final approval. 

It is proposed to amend 38 CFR Part 
21 as follows: 

1. In $ 21.4135, paragraphs (e), (o'. 
(p)(l>, (s>, and (v)(2) are revised to 
read as follows: 

§ 21.4135 Discontinuance date*. 

• • • • • 

(e> Course discontinued—course in- 
terrupted —(1) Residence training. Last 
date of attendance. 

(2) Correspondence training. Date last 
lesson Is serviced. 

(3) Flight training. Date of last in¬ 
struction. 

(4> Job training. Last date worked. 

(5) Independent study. Official date of 
change in status under the practices of 
the institution. 


(o) Veteran no longer rated perma¬ 
nent total disabled; or spouse (trainee ) 
divorced from veteran without fault on 
his or her part; or serviceman or service- 
woman removed from "missing status " 
listing; chapter 35 (55 21.3041 and 21.- 
3046). (1) End of quarter or semester 
if schol is operated on quarter or semes¬ 
ter system. 

(2) End of course or a 9-week period 
whichever is earlier. If school is not 
operated on quarter or semester system. 

(p) Error; payee's or administrative. 
(1) Effective date of award or day pre¬ 
ceding act, whichever is later, but not 
prior to the date entitlement ceased, on 
an erroneous award based on an act of 
commission or omission by a payee or 
with his or her knowledge. 

• • • « • 

(s) Reduction in rate of pursuit of 
course <5 21.4270). End of month in 
which reduction occurred except, first 
date of a term, if the reduction is effec¬ 
tive at beginning of the term. 


(v) Remarriage of widow of wid¬ 
ower. • • • 

(2) Conduct of widow or widower: 
Last day of month before inception of 
relationship. 

2. In 5 21.4203. paragraphs (c) and id) 
(2) are revised to read as follows: 

§ 21.4203 Reports by school*; require¬ 
ments. 


<c) Course changes. Any changes in 
the number of credit hours or the clock 
hours of attendance or Instruction or any 
other modification in the course as cer¬ 
tified at enrollment must be reported 
promptly to the Veterans Administra¬ 
tion. In institutions this reporting re¬ 
quirement will be satisfied if the official 
date of the change of status is reported 
in accordance with 51 21.4253(d) or 
21.4254(c)(7). 

<d) • • • 

(2) In other cases the school will In¬ 
itiate the certification. Information re¬ 
garding any changes or an interruption 
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or termination of training must be re- 
ported during or immediately after the 
end of Utc month in which the event 
occurred. In institutions this reporting 
requirement will be satisfied if the of¬ 
ficial date of change of status or inter¬ 
ruption or termination is reported in ac¬ 
cordance with 55 21.4253(d) or 21.4254 
(C>(7>. 

• • • m • 

3. In 121.4253. paragraphs (a)(1). 
(b>. (d), <e» and (t) are revised to read 
as follows: 

§ 21 *1253 Accredited course*. 

(a) General . A course may be ap¬ 
proved as an accredited course If it meets 
one of the following requirements: 

(1) The course has been accredited 
and approved by a nationally recognized 
accrediting agency or association. “Can¬ 
didate for accreditation" status is not a 
basis for approval of a course as accred¬ 
ited. 


(b) Course objective. Any curriculum 
offered by an educational institution 
which is a member of one of the nation¬ 
ally recognized accrediting agencies or 
associations and which leads to a degree, 
diploma, or certificate will be accepted 
as an accredited course when approved 
a s such by the State approving agency. 
Any curriculum accredited by one of the 
specialized nationally recognized ac¬ 
crediting agencies or associations and 
which leads to a degree, diploma, or cer¬ 
tificate will also be accepted as an ac¬ 
credited course when approved as such 
by the State approving agency. Approval 
of the individual subjects, required or 
elective, which are designated as a part 
of a degree curriculum will not be nec¬ 
essary. 8uch approval may include non¬ 
credit subjects that are prescribed as a 
required part of the curriculum. The 
course objective may be educational 
<high school diploma or a standard col¬ 
lege degree) or it may be vocational or 
professional (an occupation). » 


<d> School qualification . A school 
desiring to enroll veterans or eligible 
persons in accredited courses will make 
application for approval of such courses 
to the State approving agency and will 
submit copies of Us catalog or bulletin. 
The State approving agency may approve 
the application of the school when the 
school and its accredited courses are 
found to have met the following criteria. 

(1) Adequate records are kept by the 
school to show the progress of each vet¬ 
eran or eligible person. The records must 
be sufficient to show continued pursuit at 
the rate for which enrolled and the prog¬ 
ress being made. They must include final 
grade In each subject for each term, 
quarter, or semester; record of with¬ 


drawal from any subject to Include the 
last date of attendance for a resident 
course; and record of reenrollment in 
subjects from which there was a with¬ 
drawal; and may include such records as 
attendance for resident courses, periodic 
grades and examination results. 

<2> The school maintains a written 
record of previous education and train¬ 
ing of the veteran or eligible person 
which clearly indicates that appropriate 
credit has been given by the school for 
previous education and training, with the 
training period shortened proportion¬ 
ately. and the person and the Veterans 
Administration so notified. The record 
must be cumulative in that the results 
of each enrollment period (term, quarter 
or semester) must be Included so that it 
shows each subject undertaken and the 
final result. i.e. t passed, failed, incom¬ 
plete or withdrawn. <38 U.S.C. 1775(b)) 

<3> The school enforces a policy rela¬ 
tive to standards of conduct and progress 
required of the student. The school policy 
relative to standards of progress must 
be specific enough to determine the point 
in time w hen educational benefits should 
be discontinued, pursuant to section 1674, 
title 38. United States Code, when the 
veteran or eligible person ceases to make 
satisfactory progress. No student will be 
considered to have made satisfactory 
progress when he or she fails or with¬ 
draws from all subjects undertaken (ex¬ 
cept when there is a showing of ex¬ 
tenuating circumstances) when enrolled 
In two or more unit subjects. The policy 
must include the grade or grade point 
average that will be maintained if the 
student is to graduate. For example, a 
4-year college may require a 1.5 grade 
point average the first year, a 1.75 aver¬ 
age at mid-year the second year, and 
a cumulative average of 2.0 thereafter 
on the basis of 4.0 for an A. The policy 
may Include a probationary period of one 
quarter or semester when the student 
falls below the required average. 

(4) The school maintains adequate 
attendance records for veterans and 
eligible persons enrolled in resident 
courses not leading to a standard col¬ 
lege degree. 

<e) College level. Under the provisions 
of paragraph (a)(1) of this section, any 
course at college level approved by the 
State approving agency as an accredited 
course will be accepted by the Veterans 
Administration as an accredited course 
when all of the following conditions are 
met; 

(1) The college or university is ac¬ 
credited by a nationally recognized re¬ 
gional accrediting agency listed by the 
Commissioner of Education or the course 
Is accredited at the college level by a 
specialized accrediting agency or asso¬ 
ciation recognized by the Commissioner 
of Education; and 


(2) The course has entrance require¬ 
ments of not less than the requirements 
applicable to the college level program 
of the school; and 

(3) Credit for the course is awarded 
in terms of standard semester or quarter 
hours or by recognition at completion by 
the granting of a standard college 
degree. 

<f> Courses not leading to a stand¬ 
ard college degree . Any course In a school 
approved by the State approving agency 
will be accepted as an accredited course 
when all of the following conditions are 
met; 

(1) The course or the school offering 
such course is accredited by the appro¬ 
priate accrediting agency; and 

(2) The course offers training in the 
field for which the accrediting agency is 
recognized and at a level for which it is 
recognized; and 

(3) The course leads to a high school 
diploma or a vocational objective. 

4. Section 21.4277 is revised to read as 
follows: 

§21.4277 Dheonlinuancr; uiuunUfur. 
lory progrrM and conduct. 

(a) Satisfactory pursuit of program. 
Entitlement to a program of education 
is subject to the requirement that the 
veteran or eligible person having com¬ 
menced the pursuit of such program, 
continues to maintain satisfactory prog¬ 
ress in accordance with the regularly 
prescribed standards and practices of the 
institution in which he or she Is en¬ 
rolled. If the veteran or eligible person is 
not making satisfactory progress accord¬ 
ing to those standards and practices, 
educational benefits will be discontinued. 
See 5 21.4253. 

(b) Satisfactory conduct . Entitlement 
to a program of education is subject to 
the requirement that the veteran or 
eligible person, having commenced the 
pursuit of such program, continues to 
maintain satisfactory conduct in accord¬ 
ance with the regularly prescribed stand¬ 
ards and practices of the institution in 
which he or she is enrolled. If the 
veteran or eligible person will no longer 
be retained as a student or will not be 
readmitted as a student by the institu¬ 
tion in which he or she is enrolled, edu¬ 
cational benefits will be discontinued, 
unless further development establishes 
that the action of the school is of a 
retaliatory nature. See 5 21.4253. 

(38 U.&C. 1674 and 1724) 

Approved: May 20. 1975. 

iSCALi R. L. ROUDrBUSH, 

Administrator. 

(FR Doc.75-13740 Filed 5-23-75;8:45 ami 
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DEPARTMENT OF DEFENSE 

Office of the Defense Advisor, United States 
Mission to NATO 

DEFENSE INDUSTRY ADVISORY GROUP IN 
EUROPE (OIAGE) 

Closed Meeting 

The Defense Industry Advisory Group 
In Europe (DIAGE) will hold a closed 
meeting on June 17, 1975. In the United 
Slates Mission to the North Atlantic 
Treaty Organization, Brussels, Belgium, 
on matters which come under the pur¬ 
view of paragraph (4). section 552(b), 
Title 5 USC. 

The agenda topics will be tJB./Euro- 
peon Economic Cooperation in Military 
and Civil Technology, status of NATO 
projects, and discussion of activities of 
UB. defense industry firms in Europe. 

Any person desiring information about 
the advisory group may telephone Brus¬ 
sels 241.44.00 ext. 5728, or write to the 
Executive Secretary. Defense Industry 
Advisory Group—Europe, USNATO. HQS 
NATO, 1110 Brussels, Belgium. 

Maurice W. Roche, 
Director , Correspondence and 
Directives OASD (Comptroller ). 

May 21. 1975. 

[PR Doc.75-13720 Piled 5-23-75;8;45 am) 


DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

CONTROLLED SUBSTANCES IN 
SCHEDULES I AND II 

Proposed 1975 Revised Aggregate 
Production Quotas 

Section 306 of the Comprehensive Drug 
Abuse Prevention and Control Act of 
1970 (21 U.8.C. 826) requires the At¬ 
torney General to establish aggregate 
production quotas for all controlled sub¬ 
stances In Schedules I and n each year. 
Tills responsibility has been delegated 
to the Administrator of the Drug En¬ 
forcement Administration pursuant to 
1 0.100 of Title 28 of the Code of Federal 
Regulations. 

On January 20. 1975, a notice of the 
anal aggregate production quotas for 
wse substances was published in the 
Federal Register (40 FR 3225). Also 
noted In this notice was that pursuant to 
:21 Code of Federal Regulations. 
> 1303.23(c), the Administrator of the 
Drug Enforcement Administration would 
m early 1975 adjust individual manu¬ 
facturing quotas allocated for 1975 based 
nnon 1974 end of year inventory figures 
submitted by applicants, actual use, and 


estimates of medical and scientific re¬ 
quirements for the United States to be 
provided by the Food and Drug Admin¬ 
istration. 

Based upon consideration of the end of 
year inventory figures submitted by ap¬ 
plicants, the actual use, and the esti¬ 
mates submitted to the Drug Enforce¬ 
ment Administration by the Food and 
Drug Administration, the Administrator 
of the Drug Enforcement Administration, 
under the authority vested in the At¬ 
torney General by section 306 of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970 (21 U.S.C. 826) 
and delegated to the Administrator by 
5 0.100 of Title 28 of the Code of Federal 
Regulations does hereby propose the fol¬ 
lowing changes of the aggregate produc¬ 
tion quotas for 1975 for the below listed 
controlled substances, expressed in grams 
in terms of their respective anhydrous 
bases: 


Dusk daw 

Previously 

published 

1075 

a*XTY«&te 
production 
quotas 1 

Newly 

revival 

ms 

acjmrnir 

production 
quota* * 

Net 

change 1 

AlphAprodlu*.. 

34.600 

47,000 

-f 12,500 

Cocaine. 

Deaoijr* 
rplvrtlrlne.... 

OOQ.OH) 

740,000 

+149,000 

1,215,874 

•t,560.A83 

+851.459 

DUiydro- 
wxlHn*. 

721,000 

500. Of© 

->221.000 

Methaqnaloc*.. 
Oxycodone. 

10.MK.8S5 

10.751.000 

-8.9)7,885 

1,70(1,400 

1.640,000 

—229.400 

Bevobarblta!_ 

IS.45C.OUO 

21, VIS. IO0 

•H146M00 


* Bxpc e nwd In tmns of tnou of anhytkrou* bow*. 

* Of this, 1,195,000 f art to be umhI Cur th* production of 
l-dmoivephedrln* for use In the manufacture of a oon* 
controlled substance <436,532,000 g more than tlx* pre¬ 
viously published quota) and I7i.S33,(JUO g or* to be «wd 
fnr th*> production of mrihjunpbctanjin* ( 86 . 483,000 g 
l**a than lb* previously published quota i. 


When establishing the above listed 
newly revised quotas, the following facts 
weighed heavily on D.E.A,’s determina¬ 
tion to raise or lower the 1975 aggregate 
production quotas for these substances: 

(n) Relative to Alphaprodine—DBA’* 
Initial underestimation of tho 1974 usage of 
this substance. 

(b) Relative to Cocaine— Increased export 
requirements for 1975. 

(c) Relative to Desoxyephedrlne—In¬ 
creased domestic usage of a product not con¬ 
trolled under the Controlled Substance* Act 
but which contains the levo-rotary leomer of 
dceoxycphcdrlne. This product has not shown 
significant abuse potential In the levo-rota- 
tary form. 

(d) Relative to Dthydrocodeine—De¬ 
creased need at the doaage form manufac¬ 
turing level. 

(o) Relative to Methaqualone—Decreased 
need at the dosage form manufacturing level. 

(f) Relative to Oxycodone—Decreased 


need for raw material at the dosage form 
manufacturing level. 

(g) Relative to Secobarbital—Increased 
export requirements for 1975. 

All interested persons are invited to 
submit their comments and objections 
in writing regarding this proposal. The 
comments or objections should state with 
particularity the issues concerning which 
the person desires to be heard. A person 
may object or comment on the proposals 
relating to any one or more of the above 
mentioned substances without filing com¬ 
ments or objections regarding the others. 
Comments and objections should be sub¬ 
mitted in qulntuplicate to the Office of 
the Administrative Law Judge. Atten¬ 
tion: Hearing Clerk, Drug Enforcement 
Administration, Department of Justice, 
1405 Eye Street NW, Washington. DC. 
20537, and must be received by June 30. 
1975. If a person believes that one or 
more issues raised by him warrant a full 
adversary-type hearing, he should so 
state and summarize the reasons for his 
belief. 

In the event that comments or objec¬ 
tions to this proposal raise one or more 
issues which the Administrator finds, in 
his sole discretion, warrants a full ad¬ 
versary-type hearing, the Administrator 
shall order a public hearing in the Fed¬ 
eral Register summarizing the issues to 
be heard and setting the time for the 
hearing (which shall not be less than 30 
days after the date of publication). 

Dated: May 13,1975. 

John R. Bartels. Jr.. 

Administrator , 

Drug Enforcement Administration. 

I F*R Doc.75-13696 Fli«d 5-23-75;8:45 am | 


| Docket No. 74-21| 

SAMUEL D. NOVICH 
Revocation of Registration 

On October 25.1974, the Administrator 
of the Drug Enforcement Administration 
(DEA) Issued to Samuel D. Novich, 
D.V.M., of Cherry Hill, New Jersey, an 
Order to Show Cause as to why the DEA 
Registration AN0G04416. previously is¬ 
sued to him pursuant to section 303 of 
the Controlled Substances Act (21 U.S.C. 
823). should not be revoked pursuant to 
section 304 of that Act (21 UB.C. 824) 
for the reason that on May 15. 1974, In 
the United States District Court for the 
District of New Jersey, Dr. Novich (here¬ 
inafter "Respondent”) was convicted of 
attempt and conspiracy to unlawfully 
distribute a controlled substance in vio¬ 
lation of 21 UB.C. 841(a)(1). a felony. 
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On November 21, 1974. Respondent re¬ 
quested a hearing on the order to show 
cause and. on January 20. 1975. a hear¬ 
ing was held In Washington. D.C., Ad¬ 
ministrative Law Judge l<ewis F. Parker, 
presiding. On April 7. 1 975. Judge Parker 
died, pursuant to 21 CFR 1316.65. his 
recommended findings of fact and con¬ 
clusions of law, a recommended decision, 
and the record of the proceedings in this 
matter Including a transcript of the hear¬ 
ing, the various exhibits, and the pro¬ 
posed findings of fact, conclusions of 
law and briefs. In reply filed by the Gov¬ 
ernment and the Respondent. 

The Administrator, pursuant to 21 CFR 
1316.66, hereby publishes his final order 
in this proceeding based upon the find¬ 
ings of fact and conclusions of law set 
forth below 

The Administrator finds that Respond¬ 
ent w’as charged in Counts 2 and 3 of a 
four-count indictment returned by a 
grand Jury in the United States District 
Court for the District of New Jersey with 
conspiring with various other individuals 
to violate section 401 <a> (1) of the Con¬ 
trolled Substances Act (21 U.S.C. 841 
<a)(1'>: that on May 15. 1974, Respond¬ 
ent pleaded guilty to. and was convicted 
of, one count of attempt and conspiracy 
to distribute a controlled substance, spe¬ 
cifically methamphetamine; and that on 
August 14, 1974, the Court sentenced 
Respondent to pay a fine of $15,000. 

In his testimony and in the briefs filed 
on his behalf. Respondent attempted to 
explain the circumstances leading to his 
conviction and attempted to character¬ 
ize his violation as being merely technical 
in nature. The Administrative Law Judge 
concluded that these contentions were 
relevant to the question of whether the 
Administrator should revoke the Re¬ 
spondent’s registration as a practitioner 
under the Controlled Substances Act, 
especially in light of what the Adminis¬ 
trative Law Judge perceived as the Gov¬ 
ernment’s failure to present any evidence 
as to the seriousness of the crime com¬ 
mitted. 

As the Administrator stated in his 
final order in Matter of Rosenberg, 40 
FR 4024. Vol. 18, it is not the function 
of an administrative hearing to review' 
the correctness of the Court’s Judgment 
In a criminal case upon which the order 
to show cause is based. The government 
introduced incontrovertible evidence of 
Respondent’s conviction which stands on 
its own. Thus, the Administrator finds 
that the Respondent has been convicted 
of a felony under Title n of the Con¬ 
trolled Substances Act. that the felony 
related to the distribution of controlled 
substances, and that, therefore. Re¬ 
spondent's registration is properly sub¬ 
ject to revocation or suspension pursu¬ 
ant to section 304 of the Act (21 U.S.C. 
824 >. 

The Administrative Law Judge, in his 
recommended doclsion, concluded that 
the Respondent should be permitted to 
retain his registration because. Inter alia, 
his act was not that of a hardened crim¬ 


inal and because the monetary loss and 
notoriety resulting from his conviction 
had caused him sufficient suffering. The 
purpose of the regulatory sanctions In 
Section 304 Is not to add to an errant 
registrant’s miseries. Indeed, the section 
is not punitive but rather remedial In 
nature. Penalties are found in other 
Sections of the Act. such as 841. 842 and 
843. Congress recognized the grave prob¬ 
lem of drug abuse when it enacted the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970 and. in section 
304, provided a means of dealing with the 
serious problem of diversion and Illicit 
trafficking in controlled substances. The 
determination of which sanctions In 
section 304 will best serve the public 
Interest is left to the discretion of the 
Attorney General. See SokololT v. Saxbe, 
501 F.2d 571, 576 (2nd Cir. 1974). 

The Administrator finds upon con¬ 
sideration of all the facts and circum¬ 
stances which led to the conviction, that 
Respondent’s actions demonstrate a dis¬ 
regard both for the public health and 
safety and for his responsibilities as a 
registrant, and further finds that full 
revocation of his registration Is a reason¬ 
able choice of sanctions under the cir¬ 
cumstances. 

Therefore, under the authority vested 
in the Attorney General by Section 304 
of the Comprehensive Drug Abuse Pre¬ 
vention and Control Act of 1970 (21 
U.S.C. 824>, and redelegated to the Ad¬ 
ministrator of the Drug Enforcement 
Administration by § 0.100, as amended. 
Title 28, Code of Federal Regulations, 
the Administrator hereby orders that the 
Certificate of Registration of Samuel D. 
Novich. D.V.M. (DEA Registration 
AN0604416) be. and hereby Is, revoked, 
effective May 27.1975. 

Dated: May 9.1975. 

John R. Bartels, Jr., 
Administrator, 

|FH Dor75-13697 Plied 6-23-75.8:45 am| 


(Docket No. 74-24) 

JOHN R. AMATO 
Denial of Registration 

John R. Amato. M.D., was registered 
as a practitioner under the Controlled 
Substances Act (21 UJ5.C. 801, et seq.) 
and. pursuant to section 303 of tliat Act 
(21 U.8.C. 823), had been issued a cer¬ 
tificate of registration. That certificate 
expired on June 30, 1974. On May 12, 
1974, Dr. Amato (hereinafter “Respond¬ 
ent'*). applied to the Drug Enforcement 
Administration for a new registration. 
On November 6. 1974, the Administrator 
of the Drug Enforcement Administra¬ 
tion Issued to Respondent an Order to 
8how Cause as to why his application 
should not be denied for the reason that 
his license to practice medicine and sur- 
fcery in the State of New Jersey, includ¬ 
ing his authorization to handle con¬ 
trolled substances under New Jersey law. 
had been revoked by that State’s Board 


of Medical Examiners. On December 3, 
1974, Respondent requested a hearing on 
the order to show* cause and. on Febru¬ 
ary 21, 1975. a hearing was held in 
Washington. D.C., Administrative Law 
Judge Lewis F. Parker, presiding. 

On May 1. 1975. Judge Parker filed, 
pursuant to 21 CFR 1316.65. his recom¬ 
mended findings of fact and conclusions 
of law, a recommended decision, and 
the record of the proceedings in this 
matter. The Administrator, pursuant to 
21 CFR 1316.66. hereby publishes his 
final order in this proceeding based upon 
the findings of fact and conclusions of 
law set forth below. 

The Administrative Law' Judge found 
that on August 14, 1974. the Board of 
Medical Examiners of the State of New 
Jersey revoked Respondent’s license to 
practice medicine and surgery in that 
State: that the revocation became ef¬ 
fective on August 19. 1974, the date of 
service of the order on the Respondent: 
and that on November 15, 1974, the Ap¬ 
pellate Division of the Superior Court of 
New Jersey, in a per curiam opinion, 
affirmed the order of the Board of Medi¬ 
cal Examiners. The Administrator adopts 
these findings of fact. 

The Administrative Law Judge con¬ 
cluded, as a matter of Iaw, that 21 UB.C. 
823(f), which provides that M (p)racU- 
tloners shall be registered • • • if they 
arc authorized to dispense or conduct 
research under the law’ of the State in 
which they practice,” must logically give 
the Administrator the authority to deny 
a registration if the practitioner Is not 
authorized by the State to dispense con¬ 
trolled substances. The Administrator 
concurs In this conclusion. To hold other¬ 
wise would mean that all applications 
would have to be granted only to be 
revoked the next day under 21 U.S.C. 
824(a)(3). This agency has consistently 
held that where a registration can be 
revoked under section 824, it can. a for¬ 
tiori. be denied under section 823. 

Judge Parker recommended, therefore, 
that the Administrator deny Respond¬ 
ent’s application for the reason that he 
Is not authorized under New Jersey law 
to administer, dispense or prescribe con¬ 
trolled substances. The Administrator 
accepts that recommendation. 

Therefore, under the authority vested 
In the Attorney General by section 303 
of the Comprehensive Drug Abuse Pre¬ 
vention and Control Act of 1970 (21 
U.S.C. 823), and rcdelcgated to the Ad¬ 
ministrator of the Drug Enforcement 
Administration by 6 0.100, as amended. 
Title 28, Code of Federal Regulation*, 
the Administrator hereby orders that 
the application of Dr. John R. Amato for 
registration as a practitioner be. and 
hereby is. denied. This order shall be ef¬ 
fective May 27. 1975. 

Dated: May 9.1975. 

John R. Bartels. Jr., 

Administrator. 

(FR Doc.75-13098 Fflcd 5-23-75:8:45 ami 
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

|Order No I49| 

DIRECTOR. CINCINNATI SERVICE 
CENTER 

Delegation of Authority 

The authority vested in the Commis¬ 
sioner of Internal Revenue by 26 CFR 
301.7701-9. 301.6331-1. 301.6332-1. 301.- 
6332-2. and 301.6343-1. to levy on prop¬ 
erty in the possession of third parties, to 
issue final demand for enforcement of 
levy, and to release levy and return prop¬ 
erty. is hereby delegated to the Director, 
Cincinnati Service Center. 

The authority herein delegated may 
be redelegated only to OS-1169 series 
personnel in the Collection Activity not 
lower than OS-9. 

Date of issue: May 22,1975. 

Effective date: May 22.1975. 

Donald C. Alexander. 

Commissioner . 

|FR Doc.75-13750 Filed 5-23-75;8:45 am] 


DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

COEUR d'ALENE DISTRICT MULTIPLE 
USE ADVISORY BOARD 

Meeting Cancellation 

Notice is hereby given that the Coeur 
d Alene District Multiple Use Advisory 
Board Meeting scheduled for May 29. 
1975. at the Holiday Inn. Coeur d'Alene. 
Idaho has been cancelled. 

Further Information concerning the 
rescheduling of this meeting may be ob¬ 
tained from BLM District Manager 
Larry Woodard, 1808 North Third 8trect, 
Coeur d'Alene. Idaho 83814. 

Laf.fi y L. Woodard, 
District Manager . 

|FB Doc.75-13712 Filed 6-23-75;6:45 am) 


Fish and Wildlife Service 
DRS. RAY AND FAY 

Marine Mammal Permit; Receipt of 
Application 

On April 28. 1975. a notice was pub¬ 
lished In the Federal Register (49 FR 
18477-78) that significant amendments 
lmd been filed with tlie Fish and Wildlife 
8enice by Dr. G. Carleton Ray to the 
Marine Mammal permit issued on July 
3. 1974. to Drs. Ray and Fay. to take 
Pacific walrus for scientific research. 
Public comment was invited for thirty 
days. 

A determination has been made that 
this request, as submitted and published, 
wul now be considered as a separate ap¬ 
plication for a new marine mammal per¬ 
mit for scientific research. 

Considering the application is the same 
a.H originally published, and the public 
has had the opportunity to submit com¬ 
ments since the date of publication, the 


30-day comment period remains effective 
through May 28, 1975. 

Dated: May 20. 1975. 

C. R. Bavin, 

Chief. Division of Law Enforce¬ 
ment. UJS. Fish and Wildlife 
Service. 

|FR Doc.75-13692 Filed 5-23-75;8:45 am) 


National Park Service 

APPALACHIAN NATIONAL SCENIC 
TRAIL ADVISORY COUNCIL 

Notice of Meeting 

Notice is hereby given in accordance 
with the Federal Advisory Committee 
Act that a meeting of the Appalachian 
National Scenic 'Trail Advisory Council 
will be held at 9 a.m. d.s.t. on June 20. 
1975 at the HoUday Inn. 710 Blowing 
Rock Road in Boone, North Carolina. 

The Council was originally established 
by Pub. h. 90-543 to meet and eonsult 
with the Secretary of the Interior on 
general policies and specific matters re¬ 
lating to the administration of the Ap¬ 
palachian National Scenic Trail, includ¬ 
ing the selection of rights-of-way and 
standards for the erection and mainte¬ 
nance of markers along the Trail. It was 
rechartered by the Secretary of the In¬ 
terior on February 24. 1975 under the 
authority of Pub. L. 91-383. 

The purpose oPthe Council is to pro¬ 
vide for the free exchange of ideas be¬ 
tween the National Park Service and the 
public, and to facilitate the solicitation 
of advice or other counsel from members 
of the public on problems and programs 
pertinent to the Appalachian National 
Scenic Trail. 

Hie purpose of this meeting is as fol¬ 
lows: <1) to organize the Council: <2) 
to discuss the progress of state land ac¬ 
quisition programs; (3) to consider pol¬ 
icy statements and action proposals con¬ 
cerning trail corridor width, standards 
for trail design and construction and 
similar matters relevant to the quaUty of 
the Appalachian Trail and its environ¬ 
ment: and (4) to consider formal man¬ 
agement objectives for National Park 
Service involvement in the Appalachian 
Trail. 

The meeting will be open to the pub¬ 
lic. Facilities and space can accommo¬ 
date members of the public up to approx¬ 
imately 100. Persons will be accommo¬ 
dated on a first-come, first-served basis. 
Any member of the public may file with 
the Council a written statement concern¬ 
ing the matters to be discussed. 

Persons wishing further information 
concerning this meeting, or who wish to 
submit written statements, may contact 
David A. Richie, Deputy Regional Di¬ 
rector, North Atlantic Region. 150 
Causeway Street, Boston, Massachusetts 
02114, at area code (617) 223-3769. 

Minutes of the meeting will be avail¬ 
able for public Inspection four weeks 
after the meeting at the above address. 
Copies of the minutes will also be avail¬ 
able in Room 3308 Interior Building. 18th 


and C Streets. NW, Washington. DC., 
and at the Headquarters of the Appala¬ 
chian Trail Conference, Filmore Street, 
Harpers Ferry, West Virginia. 

Dated: May 13.1975. 

David A. Richie, 
Deputy Regional Director. 

North Atlantic Region. 

IFR Doc.75-13G72 Filed 5-23-75;8:45 am] 


Office of the Secretary 

IINT FES 75-48J 

INDIANA DUNES NATIONAL LAKESHORE 

Notice of Availability of Final 
Environmental Statement 

Pursuant to section 102<2)(C> of the 
National Environmental Policy Act of 
1969, the Department of the Interior has 
prepared a final environmental state¬ 
ment for West Beach Unit Comprehen¬ 
sive Design, Indiana Dimes National 
Lakeshore. 

The environmental statement consid¬ 
ers the social, economic and ecological 
effects of development, management, and 
preservation procedures for the West 
Beach Unit, Indiana Dunes, located in 
Porter County. Indiana. 

Copies of the final environmental 
statement are available from or for In¬ 
spection at the following locations: 

Midwest Regional Office 
National Park Service 
1709 Jackaon Street 
Omaha. Nebraska 68102 
Chicago Field Offlco 
National Park Service 
2510 Dempster Street, Suite 214 
Des Plaines, Illinois 60016 
Superintendent 

Indiana Dunes National Lakeshore 
Route 2. Box 139A 
Chesterton. Indiana 46304 

Dated: May 22.1975. 

Stanley D. Doremts. 

Deputy Assistant 
Secretary of the Interior . 

|FR Doc.75-13870 Filed 5-23-75:8:50 am) 


DEPARTMENT OF AGRICULTURE 

Economic Research Service 

ORGANIZATION, FUNCTIONS AND 
AVAILABILITY OF INFORMATION 

Notice for Guidance of General Public 

Notice Is hereby given for the guidance 
of the general public as to the organiza¬ 
tion, functions and availability of infor¬ 
mation of the Economic Research Serv¬ 
ice pursuant to Pub. L. 93-502. This no¬ 
tice supersedes the notice contained In 32 
FR 9730 (July 4. 1967). 

Part I—Organization and Functions 

Section 1. General. The Economic Re¬ 
search Service was established by Secre¬ 
tary's Memorandum No. 1446. Supple¬ 
ment No. 1. of April 3. 1961. under Reor¬ 
ganization Plan No. 2 of 1953 and other 
authorities. The functions of the Eco¬ 
nomic Research Service are to conduct 
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economic research and service relating 
to agricultural production, marketing, 
and distribution, and to analyze the sup¬ 
ply and demand for farm products in 
foreign countries and their effect on 
prospects for U.S. exports as authorized 
by the Agricultural Marketing Act of 
1946 (7 UB.C. 1621-1627*. 7 U.S.C. 1761, 
and other laws. 

Sec. 2. Organization . The Service func¬ 
tions through a central office in Wash¬ 
ington. DC,, located at 500 12th Street. 
SW. A small staff is maintained in each 
of 36 States, principally at the Land 
Grant Colleges and Universities. Much of 
the research is carried out in cooperation 
with State Agricultural Experiment Sta¬ 
tions. The organization consists of the 
following: 

Administrator 

Deputy Administrator. Food and Fiber 
Economics 

Director. National Economic Analysis 
Division 

Director. Commodity Economics Division 

Director. Foreign Demand and Competi¬ 
tion Division 

Deputy Administrator, Resource and De¬ 
velopment Economics 

Director, Natural Resource Economics Divi¬ 
sion 

Director, Economic Development Division 

Director, Foreign Development Division 

Chairman, Outlook and Situation Board 

Director. Information Dtviakm 

Sec. 3. Administrator. The Administra¬ 
tor, under the direction of the Director 
of Agricultural Economics, formulates 
current, intermediate, and long-range 
polices, plans, and programs to carry out 
the following major activities; 

Maintains estimates of current re¬ 
source use. output, and distribution of 
food and fiber. 

Identifies the Interrelationships of 
economic forces affecting resource use. 
production and distribution of food and 
fiber. 

Maintains short-term forecasts and 
long-range projections of resource use. 
production and distribution of food and 
fiber for both probable and possible fu¬ 
ture events. 

Evaluates the performance of the food 
and fiber sector in meeting the needs and 
wants of consumers and overall societal 
goals concerning such matters as re¬ 
source ownership and use. Income and 
Income distribution, and quality of life. 

Identifies probable and possible struc¬ 
tural adjustments in the food and fiber 
sector and rural America and evaluates 
their impact on consumers, and overall 
societal goals. 

Maintains current information on the 
principal social and economic factors af¬ 
fecting life in nonmetropolitan areas 
and identifies and evaluates alternative 
public and private actions which impact 
on these areas. 

Provides direct assistance and coordi¬ 
nates the USDA’s overall program to aid 
agricultural development in lower in¬ 
come countries. 

Disseminates economic information on 
a timely basis and in a form that is un¬ 
derstandable to the people likely to find 
the information of value. 


8ec. 4. Deputy Administrator. Food and 
Fiber Economics . The Deputy Admin¬ 
istrator. Pood and Fiber Economics, is 
delegated authority to perform all duties 
and to exercise all functions which are 
now and which may be vested In the Ad- 
trator relating to economic re¬ 
search on the entire agriculture indus¬ 
try from farmer to consumer. 

(a) Director. National Economic 
Analysis Division . The Director of the 
National Economic Analysis Division is 
delegated authority to perform all du¬ 
ties and to exercise all functions which 
are now and which may be vested in the 
Administrator relating to: <1> statistical 
studies and associated service work re¬ 
lating to aggregative economic supply 
and demand relationships, business func¬ 
tions. and coordinative processes charac¬ 
terizing the UJS. Pood and Fiber Sector, 
Including structure and adjustment; (2) 
performance measured in terms of In¬ 
come. efficiency, returns to resources, 
food prices and costs of marketing and 
consumer satisfaction; <3> transporta¬ 
tion; (4) history; (5) pricing mecha¬ 
nism; (6> input supply utilization and 
productivity; (7) finance and taxation: 
c8> economic projections; (9) distribu¬ 
tion systems; <10> market development: 
and < 11 > non-commodity programs and 
policies having influence on the Food and 
Fiber Sector and other related matters. 

(b> Director. Commodity Economics 
Division. The Directorof the Commodity 
Economics Division is delegated author¬ 
ity to perform all duties and exercise all 
functions which are now and which may 
be vested in the Administrator relating 
to the production, processing, and mar¬ 
keting of individual agricultural com¬ 
modities. Research in each of the crop 
and livestock commodities includes (1) 
the organization and performance of 
production and marketing systems for 
major commodity subsectors; (2) re¬ 
sponse of farmers and marketing firms 
to changing economic, technical, and in¬ 
stitutional conditions: (3) costs and re¬ 
turns to farmers and marketing firms; 
<4) spread in price between farmer and 
consumer; (5) supply, demand and price 
situation and outlook: and (6) inter¬ 
mediate and long-range projections. 

* (c) Director. Foreign Demand and 
Competition Division. The Director of 
the Foreign Demand and Competition 
Division is delegated authority to per¬ 
form all duties and exercise all functions 
which are now and which may be vested 
In the Administrator relating to; (1) 
economic research on foreign economic 
conditions; (2) market developments; 
(3) world monetary and trade condi¬ 
tions; (4) trade policies of foreign coun¬ 
tries that affect marketing of farm prod¬ 
ucts; and (5) assisting in the formula¬ 
tion of policies and programs to promote 
exports of farm products. 

Sec. 5. Deputy Administrator. Resource 
and Development Economics. The Deputy 
Administrator. Resource and Develop¬ 
ment Economics, is delegated authority 
to perform all duties and exercise oil 
functions which are now and which may 
be vested in the Administrator relating 


to natural resources, economic develop¬ 
ment, and foreign development. 

(a) Director. Natural Resource Eco¬ 
nomics Division. The Director of the 
Natural Resource Economics Division is 
delegated authority to perform all duties 
and exercise all functions which are now 
and which may be vested in the Adminis¬ 
trator relating to economic and social 
research and analysis, statistical studies, 
technical consultation, planning assist¬ 
ance. and associated service and staff 
work relating to natural resources. ThU 
includes: (1) supplies, uses, and proj¬ 
ected future requirements of land and 
water; (2) effects of environmental 
quality improvement measures on agri¬ 
cultural production and agricultural 
resource use; (3) achievement of en¬ 
vironmental goals in rural areas; (4) 
ownership and control of land and water 
resources; (5) methods for natural re¬ 
source planning: <6> evaluation of nat¬ 
ural resource plans and projects: (7) 
technical assistance to SCS in developing 
or reviewing policies and procedures for 
small watershed project planning and 
evaluation; and (8) socioeconomic 
studies of watershed project performance 
and contributions to economic develop¬ 
ment. 

<b) Director. Economic Development 
Division. The Director of the Economic 
Development Division is delegated au¬ 
thority to perform all duties and exercise 
all functions which are now and which 
may be vested in the Administrator relat¬ 
ing to economic and social research on 
the development of rural areas. This in¬ 
cludes development and maintenance of 
basic data and analyses of important 
factors related to (1) changes in rural 
population; (2> economic activity in 
rural areas; (3) services and facilities 
available to rural people; (4) effective¬ 
ness of local units of government in pro¬ 
viding public services; and (5) evalua¬ 
tion of alternative policies and programs 
to develop human and community re¬ 
sources. improve public and private corn- 
opportunities. and provide better housing 
in rural areas. 

(c) Director, Foreign Development Di¬ 
vision. The Director of the Foreign De¬ 
velopment Division is delegated author¬ 
ity to perform all duties and exercise all 
functions which are now and which may 
be vested In the Administrator relating to 
direct assistance and coordination of the 
U S. Department of Agriculture’s over¬ 
all program to aid agricultural develop¬ 
ment in lower income countries. This in¬ 
cludes (1) training of foreign agricul¬ 
turalists and potential leaders with new 
skills and technology; (2) providing 
technical assistance to developing coun¬ 
tries; (3) research in direct support of 
international technical assistance and 
training programs in agriculture: and 
<4) formulation of U.S. international de¬ 
velopment policy positions. 

Sec. 6. Chairman. Outlook and Situ¬ 
ation Board. The Chairman of the Out¬ 
look and Situation Board Is delegated au¬ 
thority to perform all duties and exercise 
all functions which are now and which 
may be vested In the Administrator re- 
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lating to the technical review and ap¬ 
proval of all economic situation and out¬ 
look reports prepared within the UA 
Department of Agriculture. 

Sec. 7. Director , Information Divi¬ 
sion. The Director of the Information 
Division Is authorized by the Adminis¬ 
trator to provide the necessary services 
to assure that research results are dis¬ 
seminated on a timely basis and in a 
form that is understandable to the peo¬ 
ple likely to find the information of 
value. 

Part II —Availability or Information 

Sec. 8. General statement. This part 
is issued in accordance with the regula¬ 
tions of the Secretary of Agriculture in 7 
CFR 1.1-1.16 and Appendix A thereto, 
implementing the Freedom of Informa¬ 
tion Act (5 U.8.C. 552). The Secretary’s 
regulations, as implemented by the regu¬ 
lations in this port, govern the availa¬ 
bility of records of the Economic Re¬ 
search Service to the public. 

Sec. 9. Public inspection and copying. 
5 U.S.C. 552(a) <2> requires that certain 
materials be made available for public 
inspection and copying. Members of the 
public may request access to such ma¬ 
terials maintained by the Economic Re¬ 
search Service by writing to the Assist¬ 
ant to the Administrator. Economic Re¬ 
search Service, Room 446-D. 500 12th 
Street, SW. Washington. D.C. 20250. 

Sec. 10. Indexes. 5 U&.C. 552(a)(2) 
requires that each agency publish or 
otherwise make available a current index 
of all materials required to be made 
available for public inspection and copy¬ 
ing. Research results are published in 
various periodical and special reports. 
Research of general interest is summar¬ 
ized in the monthly* publication. Farm 
Index. The Economic Research Service 
also publishes monthly a “Checklist of 
New Reports’* of the Economic Research 
8ervlce, Rural Development Service, and 
Statistical Reporting Service. This pub¬ 
lication lists all reports Issued by the 
above listed organizations during the pre¬ 
vious month and permits the recipient to 
check those he or she wishes to receive. 
Each year a complete listing of all pub¬ 
lications and other documents prepared 
by the Economic Research Service are 
listed in the publication “Reports and 
Publications Issued or Sponsored by 
USDA's Economic Research 8ervice 
(Year).” The above cited publications 
constitute the indexes maintained by 
ERS and they or other publications of 
the Economic Research Service may be 
obtained free of charge by writing: 
United States Department of Agricul¬ 
ture, Economic Research Service. Divi¬ 
sion of Information, Publications. Wash¬ 
ington, D.C. 20250. 

Sec. U. Requests for records. Requests 
for records under 5 U.S.C. 552(a)(3) 
shall be made in accordance with 7 CFR 
ail< * ac,c *rcssed to: Assistant to the 
Administrator, Economic Research Serv¬ 
ice, Room 446-D. 500 12th Street, 8W, 
Washington, DC. 20250. This official is 
hereby delegated to make determination 
regardi ng s uch requests in accordance 
with 7 CFR M(c). 


Sec. 12. Appeals . Any person whose re¬ 
quest under section 11 above is denied 
si tall have the right to appeal such denial. 
This appeal should be made in accord¬ 
ance with 7 CFR 1.3(e) and addressed to: 
Administrator, Economic Research Serv¬ 
ice. Room 448-B, 500 12th Street, SW, 
Washington, D.C. 20250. 

Effective date: This Notice is effective 
May 27, 1975. 

Kenneth H. Farrell, 
Acting Administrator. 

|FR Doc.75-!3682 Filed 5-23-75;8:4S am| 


Farmers Home Administration 

(Notice of Designation No. A228| 

GEORGIA 

Designation of Emergency Areas 

The Secretary of Agriculture has 
found that a general need for agricul¬ 
tural credit exists in Mitchell County, 
Georgia, as a result of a natural disaster 
consisting of tornadoes January 12.1976. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for Emergency 
loans, pursuant to the provisions of the 
Consolidated Farm and Rural Develop¬ 
ment Act. as amended by Public Law 93- 
237, and the provisions of 7 CFR 1832.- 
3<b> including the recommendation of 
Governor George Busbce that such desig¬ 
nation be made. 


Therefore, the Secretary has desig¬ 
nated these areas as eligible for Emer¬ 
gency loans, pursuant to the provisions 
of the Consolidated Farm and Rural De¬ 
velopment Act. as amended by Public 
Law 93-237. and the provisions of 7 CFR 
1832.3(b) Including the recommendation 
of Oovemor Otis R. Bowen that such des¬ 
ignation be made. 

Applications for Emergency loans must 
be received by this Department no later 
than July 14, *1975, for physical losses 
and February 16, 1976, for production 
tosses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans In the designated areas makes 
it impracticable and contrary to the pub¬ 
lic interest to give advance notice of pro¬ 
posed rule making and Invite public par¬ 
ticipation. 

Done at Washington, D.C.. this 20th 
day of May. 1975. 

Frank B. Elliott, 
Administrator . 

Farmers Home Administration . 

I PR Doc.75-13689 Filed 6-23-75,8:45 am] 


Applications for Emergency loans 
must be received by this Department no 
later than July 14, 1975, for physical 
losses and February 16. 1976, for produc¬ 
tion losses, except that qualified borrow¬ 
ers who receive initial loans pursuant to 
this designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans in the designated area makes it 
impracticable and contrary to the public 
interest to give advance notice of pro¬ 
posed rule making and invite public 
i>artic!pation. 

Done at Washington. D.C.. this 20th 
day of May. 1975. 

Frank B. Elliott. 

Administrator. 

Farmers Home Administration. 

(PR Doc.75-13684 Piled 5-23-76:8:45 am) 


(Notice of Designation No. A22Q) 

INDIANA 

Designation of Emergency Areas 
The Secretary of Agriculture has 
found that a general need for agricul¬ 
tural credit exists in certain counties in 
Indiana as a result of various adverse 
weather conditions. The following chart 
shows the counties, natural disasters, 
and dates on which the disasters oc¬ 
curred: 


(Notice of Designation No. A227] 

NEW MEXICO 

Designation of Emergency Areas 

The Secretary of Agriculture has found 
that a general need for agricultural credit 
exists in San Juan County, New Mexico, 
as a result of a natural disaster consist¬ 
ing of drought January 2 through Octo¬ 
ber 20, 1974, and a late freeze June 6. 
1974. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for Emer¬ 
gency loans, pursuant to the provisions 
of the Consolidated Farm and Rural De¬ 
velopment Act, as amended by Public 
Low 93-237, and the provisions of 7 CFR 
1832.3(b) including the recommendation 
of Governor Jerry Apodoca that such 
designation be made. 

Applications for Emergency loans must 
be received by this Department no later 
than July 14. 1975, for physical losses 
and February 16, 1978. for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans in the designated area makes 


mw*. A 


County KtwwSrr mdnhUl Flooding I > rout to Frorrt and/nr (w» licit 


IfemlrfeAfl _ May 9 to Juno 25..... June 23 tn An* 10. Oct 1 end 7__ 

I-ak*...Apr, 2ft to Junr 2J..July 10 to Au*. 38. B*pt 22...... 

Newton__ Apr. tt U» May 21.June 2/ to A a*. 10. Sept- 21. 
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White_May fc toll..May 0 U» Aug. Sept. 29 -June 14. 
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it impracticable and contrary to the pub¬ 
lic Interest to give advance notice of pro¬ 
posed rule making and invite public par¬ 
ticipation. 

Done at Washington. D.C.. this 20th 
day of May 1975. 

Frank B Elliott, 

Administrator , 

Farmers Home Administration . 

|FR Doc.75-13085 FUcd 5 23-76;8:45 ami 


(Notice of DeelgnaUon No. A2261 

TEXAS 

Designation of Emergency Areas 

The Secretary of Agriculture has found 
that a general need for agricultural 
credit exists in the following counties in 
Texas: 

Brazoe Throckmorton 

The Secretary has found that this 
need exists as a result of a natural dis¬ 
aster consisting of excessive rainfall 
September 1 to December 31, 1974, in 
Brazos County and drought December 1. 
1973. through August 31,1974, in Throck¬ 
morton County. 

Therefore, the Secretary has desig¬ 
nated these areas as eligible for Emer¬ 
gency loans, pursuant to the provisions 
of the Consolidated Farm and Rural De¬ 
velopment Act, as amended by P ublic 
Law 93-237. and the provisions of 7 CFR 
1832.3(b> including the recommendation 
of Governor Dolph Briscoe that such 
designation be made. 

Applications for Emergency loans must 
be received by this Department no later 
than July 14. 1975. for physical losses 
and February 16, 1976, for production 
losses, except that qualified borrowers 
w ho receive initial loans pursuant to this 
designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans in the designated areas makes 
it impracticable and contrary to the pub¬ 
lic interest to give advance notice of pro¬ 
posed rule making and Invite public 
participation. 

Done at Washington, D.C., this 20th 
day of May 1975. 

Frank B. Elliott. 

Administrator, 

Farmers Home Administration. 

|FR Doc.75-13686 Filed 5-23-75;8:45 am) 


(Notice of Designation No. A2251 

WISCONSIN 

Designation of Emergency Areas 

The Secretary of Agriculture has found 
that a general need for agricultural 
credit exists in Door County. Wisconsin, 
as a result of a natural disaster consist¬ 
ing of excessive rainfall April 1 to May 31, 
1974. drought July 1 through August 31, 
1974, and a heavy freeze September 21 
and 22,1974. 

Therefore, the Secretary has desig¬ 
nated this area as eligible for Emer¬ 
gency loans, pursuant to the provisions 
of the Consolidated Farm and Rural De¬ 
velopment Act, as amended by P ublic 
Law 93-237. and the provisions of 7 CFR 


1832.3(b) including the recommendation 
of Governor Patrick J. Lucey that such 
designation be made. 

Applications for Emergency loons must 
be received by this Department no later 
than July 14. 1975, for physical losses 
and February 16, 1976, for production 
losses, except that qualified borrowers 
who receive initial loans pursuant to this 
designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans In the designated area makes it 
impracticable and contrary to the public 
interest to give advance notice of pro¬ 
posed rule making and Invite public 
participation. 

Done at Washington, D.C.. this 20th 
day of May, 1975. 

Frank B. Elliott, 
Administrator, 

Farmers Home Administration. 

1FR Doc.75-13687 Filed 6-23-76:8:45 am( 


(Notice of Designation No. A076. Arndt 3 and 
A101 Arndt. 4] 

WISCONSIN 

Designation of Emergency Areas 

The Secretary of Agriculture has 
found that a general need for agricul¬ 
tural credit exists in the following coun¬ 
ties in Wisconsin : 

Richland Ruak 

The Secretary has found that this 
need exists as a result of a natural dis¬ 
aster consisting of frost September 20. 
21, and 22.1974. in Richland County and 
drought June 21 to August 15, 1974. In 
Rusk County. 

Therefore, the Secretary has desig¬ 
nated these areas as eligible for Emer¬ 
gency loans, pursuant to the provisions of 
the Consolidated Farm and Rural De¬ 
velopment Act, as amended by Public 
Law 93-237, and the provisions of 7 CFR 
1832.3(b) including the recommendation 
of Governor Patrick J. Luccy that such 
designation be made. 

Applications for Emergency loans 
must be received by this Department no 
later than July 14. 1975, for physical 
losses and February 16.1976, for produc¬ 
tion losses, except that qualified borrow¬ 
ers who receive initial loans pursuant to 
this designation may be eligible for sub¬ 
sequent loans. The urgency of the need 
for loans In the designated areas makes 
it impracticable and contrary to the 
public interest to give advance notice of 
proposed rule making and Invite public 
participation. 

Done at Washington, D.C., this 20th 
day of May, 1975. 

Frank B. Elliott, 
Administrator . 

Farmers Home Administration . 

|FR Doc.76-13688 Filed 6-23-76:8:46 am) 


Forest Service 

HERBICIDE USE ON NATIONAL FORESTS 
OF ALASKA 

Availability of Final Environmental 
Statement 

Pursuant to section 102(2X0 of the 
National Environmental Policy Act of 


1969, the Forest Service, Department of 
Agriculture, has prepared a final envi¬ 
ronmental statement on Herbicide Use 
on National Forests in Alaska. USDA- 
FS-FES (Adm) R- 10-75-03. 

This environmental statement con¬ 
cerns herbicide use on road, railroad, air¬ 
field. and powcrline rights-of-way on the 
Tongass and Chugach National Forests 
in Alaska. 

This final environmental statement 
was transmitted to the CEQ on 

Copies are available for inspection dur¬ 
ing regular working hours at the follow ¬ 
ing locations: 

USDA. Forest Service 

South Agriculture Bldg , Room 3231 

12th 8t. & Independence Ave., SW, 

Washington. DC 20250 

U.S. Department of Agriculture 

Forest Service—Alaska Region 

Federal Building 

Juneau. Alaska 99802 

Forest Supervisor 

Chugach National Forest 

121 W. Fire weed Lane. Suite 205 

Anchorage, Alaska 90503 

Forest Supervisor. Chatham Area 

Tongas* National Forest 

Lloyd Center Building 

Sitka. Alaska 99835 

Forest Supervisor. SUklne Area 

Tongass National Forest 

Federal Building 

Petersburg. Alaska 09833 

Forest Supervisor. Ketchikan Area 

Tongass Nations: Forest 

Federal Building. Room 313 

Ketchikan. Alaska 90901 

A limited number of single copies arc 
available upon request to Regional For¬ 
ester C. A. Yates, U.S. Forest Service. 
Federal Office Building. Juneau. Alaska 
99802. 

Copies of the environmental statement 
have been sent to various Federal. State, 
and local agencies as outlined in the CEQ 
guidelines. 

C. A. Yates. 

Regional Forester. 

Alaska Region 

May 19. 1975. 

|FR Doc.75-13606 Filed 5-23-75:8:43 am) 


WHITE MOUNTAIN NATIONAL FOREST 
ADVISORY COMMITTEE 

Notice of Meeting 

The White Mountain National Forest 
Advisory Committee will meet June 16, 
1975, at the Saco District Ranger's Of¬ 
fice. North Conway. New Hampshire, at 
9:00 a.m. 

The purpose of this meeting is to dis¬ 
cuss the Kancamagus Unit Plan. 

The meeting will be open to the public. 
Persons who wish to attend should notify 
Ned Therricn, UJB. Forest Service, La¬ 
conia. New Hampshire 03246. Telephone 
number 603-524-6450. 

Paul D. Wxincart, 
Forest Supervisor. 

May 19. 1975. 

(PR Doc.73-13665 Filed 5-23-76:8:43 ami 
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BLACK PINE PLANNING UNIT 

Availability of Draft Environmental 
Statement 

Pursuant to section 102(2X0 of the 
National Environmental Policy Act of 
1969. the Forest Service. Department of 
Agriculture, has prepared a draft envi¬ 
ronmental statement for the Black Pine 
Planning Unit. Sawtooth National Forest, 
Idaho. The Forest Service report number 
Is USDA-FS-DES <Adm> R4-75-20. 

The environmental statement identi¬ 
fies and evaluates the probable effects of 
the land use plan for the Black Pine 
Planning Unit on the 8awtooth National 
Forest, Idaho. The purpose of the plan Is 
to allocate National Forest lands within 
the unit to specific resource uses and ac¬ 
tivities; establish management objec¬ 
tives; document management direction, 
management decisions, and necessary co¬ 
ordination between resource uses and 
activities; and provide for the protec¬ 
tion. use and development of the various 
resources within the planning unit. The 
plan provides for minimization of ad¬ 
verse effects and maximization of desira¬ 
ble effects. Significant areas will remain 
undeveloped with options for future man¬ 
agement remaining open. 

This draft environmental statement 
was transmitted to CEQ on May 19. 1975. 

Copies are available for inspection dur¬ 
ing regular working hours at the follow¬ 
ing locations: 

USDA, Forest Service 

South Agriculture Bldg., Room 3230 

12th St. and Independence Are., 8W 

Washington. D.C. 20250 

Regional Planning Office 

CSDA, Forest Service 

Frdrml Building. Room 4403 

324-25th 8treet 

Ogden, Utah 84401 

Purest Supervisor 

Sawtooth Nattonal Forest 

1525 Addison Avenue East 

Twin Falls. Idaho 83301 

District Forest Ranger 

Burley Ranger District 

P.O Box 430 

Burley, Idaho 83318 

A limited number of single copies are 
available upon request to Forest Super¬ 
visor E. A. Fournier, Sawtooth National 
Porest. 1525 Addison Avenue East. Twin 

Falls. Idaho 83301. 

Copies of the environmental statement 
have been sent to various Federal, State, 
and local agencies as outlined In the CEQ 

Guidelines. 

Comments are invited from the public, 
and from State and local agencies which 
are authorized to develop and enforce 
environmental standards, and from Fed¬ 
eral agencies having Jurisdiction by law 
or special expertise with respect to any 
environmental Impact involved for which 
comments have not been requested spe¬ 
cifically. 

Comments concerning the proposed ac¬ 
tion and requests for additional informa¬ 
tion should be addressed to Forest Super¬ 
ior E. A. Fournier, Sawtooth National 
Ac *dison Avenue East, Twin 
Idaho 83301. Comments must be 
received by July 18, 1975, In order to be 


considered In the preparation of the final 
environmental statement. 

Dated: May 19. 1975. 

P. M. Rees, Director, 
Regional Planning and Budget . 
|FR Doc.75-13711 Filed 5-23-75:8:45 ami 


RURAL ELECTRIFICATION 
ADMINISTRATION 

CHUGACH ELECTRIC ASSOCIATION. INC. 

Draft Environmental Impact Statement 

Notice is hereby given that the Rural 
Electrification Administration intends 
to prepare a Draft Environmental Im¬ 
pact Statement In Accordance with sec¬ 
tion 102(2X0 of the National Environ¬ 
mental Policy Act of 1969 in connection 
with a loan application from Chugach 
Electric Association. Inc., Box 3518. An¬ 
chorage, Alaska 99501. The statement 
will cover approximately 20 mljes of 230 
kV transmission line from Teeland Sub¬ 
station to Reed Substation. 

Interested persons are Invited to sub¬ 
mit comments w’hich may be helpful In 
preparing the Draft Environmental Im¬ 
pact Statement. 

Comments should be forwarded to the 
Assistant Administrator—Electric. Rural 
Electrification Administration. U.S. De¬ 
partment of Agriculture. Washington. 
D.C. 20250, with a copy to Chugach 
Electric Association. Inc., whose ad¬ 
dress was given above. Additional Infor¬ 
mation may be obtained at Chugach 
Electric’s office during regular business 
hours. Dated at Washington. D.C., the 
19th day of May, 1975. 

David A. Hamjl, 
Administrator , 

Rural Electrification Administration . 

(PR Doc.75-13601 Filed 5-23-76;8:46 am) 


DEPARTMENT OF COMMERCE 

Domestic and International Business 
Administration 

UNIVERSITY OF PITTSBURGH 

Decision on Application for Duty-Free 
Entry of Scientific Article 

The following Is a decision on an ap¬ 
plication for duty-free entry of a scien¬ 
tific article pursuant to section 6(c) of 
the Educational, Scientific, and Cultural 
Materials Importation Act of 1966 (Pub. 
L- 89-551, 80 Stat. 897) and the regula¬ 
tions issued thereunder as amended (40 
FR 12253 et seq.. 15 CFR 701, 1974). 

A copy of the record pertaining to this 
decision is available for public review 
during ordinary business hours of the 
Department of Commerce, at the Office 
of Import Programs, Department of 
Commerce, Washington, D.C. 20230. 

Docket number: 75-00306-98-29900. 
Applicant: University of Pittsburgh, De¬ 
partment of Physics, Pittsburgh, Penn¬ 
sylvania 15260. Article: Far Ultraviolet 
Interference Filter. Manufacturer: 
Engins Matra, France. Intended use of 
article; The foreign article will be used 
to filter far ultraviolet light In equip¬ 


ment intended to measure atomic oxygen 
at stratospheric altitudes. 

Comments; No comments have been 
received with respect to this application. 
Decision: Application approved. No in¬ 
strument or apparatus of equivalent 
scientific value to the foreign article, for 
such purposes as this article is intended 
to be used, is being manufactured in the 
United States. Reasons: The foreign 
article provides central wavelength 
ranges from 1300 Angstroms 'A) to 
1350A with narrow^ transmission band 
widths ranging from 70A to 220A. The 
National Bureau of Standards (NBS> 
advises in Its memorandum dated April 
30. 1975 that the specific narrow trans¬ 
mission band widths of the article is 
pertinent to the applicant's intended use. 
NBS also advises that it knows of no 
domestic manufacturer of far ultraviolet 
Interference filters of equivalent scien¬ 
tific value to the foreign article for the 
applicant's Intended use. 

(Catalog of Federal Domestic Assistance 
Program No. 11.105. Importation of Duty- 
Free Educational and Scientific Materials.) 

A. H. Stuart, 
Director. Special Import 
Programs Division. 

[FR Doc.75-13670 Filed 5-23-76;8:45 am| 


Nations! Oceanic and Atmospheric 
Administration 

COASTAL ZONE MANAGEMENT 
PROGRAM 

Marine Sanctuaries Nomination; Intent To 
File Environmental Impact Statement 

The Office of Coastal Zone Manage¬ 
ment «OCZM), National Oceanic and 
Atmospheric Administration <NOAA>, 
has received a nomination for the desig¬ 
nation of a marine sanctuary for the 
coral reef tract seaward of John Penne- 
kamp State Park in the State of Florida. 
This nomination was received January 
23. 1975 pursuant to Title III of the 
Marine Protection, Research and Sanc¬ 
tuaries Act of 1972 (Pub. L. 92-532 >. 
NO A A has determined that the designa¬ 
tion of a marine sanctuary has the po¬ 
tential for causing a significant impact 
on the environment, and that, therefore, 
an environmental Impact statement for 
each proposed marine sanctuary should 
be prepared pursuant to the National 
Environmental Policy Act (42 USC 
432D and its implementing regulations 
(40 CFR Part 6). 

The OCZM has received a nomination 
from the State of Florida for the fol¬ 
lowing area: 

Florida Keys Coral Reef Marine Sanc¬ 
tuary: Florida has nominated a marine 
sanctuary as a habitat preserve for the 
protection, preservation, and manage¬ 
ment of corals and coral reef ecosystems. 
The area nominated Is adjacent to but 
excludes the State of Florida's John 
Pennekamp Coral Reef State Park, be¬ 
ginning at the three-mile limit extending 
seaward to the 300-foot isobath includ¬ 
ing the Key Largo Coral Reef Preserve, 


FEDERAL REGISTER, VOL 40, NO. 102—TUESDAY, MAY 27, 1975 









22858 


NOTICES 


The proposed marine sanctuary is 
being nominated for consideration as 
a habitat preserve as set forth in 15 CFR 
922.10(a), to preserve, protect and man¬ 
age specialized habitats representative 
of important marine systems. Manage¬ 
ment emphasis will be toward preserva¬ 
tion of the habitat community (a natural 
association of organisms set apart ac¬ 
cording to certain defined features of 
the environment) associated with corals 
and coral reefs. The primary purpose 
shall be to preserve the coral reef eco¬ 
system, however, management regula¬ 
tions will provide for all possible com¬ 
patible uses of the coral reef which are 
consistent with the primary purpose of 
the habitat preserve. 

Interested parties who wish to submit 
suggestions, comments, or substantive 
information concerning the scope or 
content of this environmental impact 
statement should do so as soon as pos¬ 
sible. Comments may be submitted in 
writing or telephone to: Dr. Robert 
Kifer. <301-496-0821), Marine Sanctuary 
Coordinator. Office of Coastal Zone Man¬ 
agement. National Oceanic and Atmos¬ 
pheric Administration. US. Department 
of Commerce, Rockville. Maryland 20852. 

R. L. Carnahan, 

Acting Assistant Administrator 
for Administration . 

|FR Doc.75-13718 Filed 5-23-76:8:45 am) 


DEPARTMENT OF HEALTH. 
EDUCATION, AND WELFARE 

Food and Drug Administration 

fNADA 2*678. 2- 6771 

PHENAZOID AND PHENAZOID 
COMPOUND 

Withdrawal of Approval of New Animal 
Drug Applications 

The Commissioner of Food and Drugs 
is withdrawing certain approved new 
animal drug applications for Phenazxild 
and Phenazoid Compound, effective 
May 27. 1975. 

Pursuant to provisions of the Federal 
Food. Drug, and Cosmetic Act (sec. 
512(e). 83 Slat. 345-347 (21 U8.C. 
360b(e)) > and under author ity d elegated 
to the Commissioner <21 CFR 2.120), 
the following notice is Issued: 

Pitman-Moore, Inc.. P.O. Box 344. 
Washington Crossing. NJ 08560. holder 
of approved new animal drug applications 
(NADA) No. 2-676 for Phenazoid. con¬ 
taining phenothiaztne. and No. 2-677 for 
Phenazoid Compound, containing pheno- 
thlazine with oxgall and phenolphthaiein, 
has requested, by letter of February 10, 
1975, that approval of the NADA*8 be 
withdrawn and has waived the oppor¬ 
tunity for a hearing. The NADA * 5 . which 
were approved on July 27. 1940, provide 
for use of the drugs as oral anthelmintics. 

Based upon a reevaluation of the 
NADA’s by the Food and Drug Admin¬ 
istration. the firm was requested to sub¬ 
mit information about the identity, qual¬ 
ity. strength, and purity of the raw mate¬ 
rials used, revised labeling, and data to 


establish the absence of phefiothiazine 
residues in the edible tissues of food- 
producing animals or the safety for hu¬ 
man consumption of any such residues 
that may be present. In lieu of the sub¬ 
mission of tiie requested information and 
because these drug products are no longer 
made or distributed, the firm has re¬ 
quested withdrawal of approval of the 
NADA’s and 1ms waived its opportunity 
for a hearing. 

Therefore, in accordance with i 514.115 
Withdrawal of approval of applications 
(21 CFR 514.115) (formerly } 135.28 prior 
to recodification published in the Federal 
Register of March 27. 1975 (40 FR 
13802)). notice Is given that approval of 
NADA Nos. 2-676 and 2-677 and all sup¬ 
plements and amendments thereto for 
Phenazoid and Phenazoid Compound is 
hereby withdrawn, effective May 27.1975. 

Dated: May 20,1975. 

Sam D. Fine, 
Associate Commissioner 
for Compliance . 

JFR Doc.75-13876 Filed 5-23-76:8:45 am] 


WORK SHARING PROGRAM; DRUG MANU¬ 
FACTURERS, REPACKAGERS, AND DIS¬ 
TRIBUTORS 

Memorandum of Understanding With the 
Pennsylvania Department of Health 

The Pennsylvania Department of 
Health and the Food and Drug Adminis¬ 
tration executed a Memorandum of Un¬ 
derstanding on April 28. 1975. The pur¬ 
poses of this agreement is to provide an 
increased level of consumer protection 
through more efficient inspectJonal cov¬ 
erage of Pennsylvania drug manufac¬ 
turers. repackagers, and distributors. 
The agreement reads as follows: 

Memorandum or Undkrsta nding Between 
The Pennsylvania Department or Health 
and the Philadelphia District. U.S. Food 
and Drug Administration 

L Purpose. It Is the purpose of this un¬ 
derstanding to provIdo more effective con¬ 
sumer protection through xnaro ct Helen t In¬ 
spections! coverage of Pennsylvania drug 
manufacturers, repackagers and distributors. 
The Pennsylvania Department of Health and 
the Food and Drug Administration, Phila¬ 
delphia District, will coordinate their pro¬ 
grams to maximize effectiveness in making 
Inspections and gaining compliance. This un¬ 
derstanding wlU provide a format for for¬ 
mal discussion and planning In the develop¬ 
ment of a cooperative inspections! program 
satisfactory to both agencies. 

II. Work-sharing Program . A. Qoals and 
Responsibilities: The Pennsylvania Depart¬ 
ment of Health and the FDA Philadelphia 
District Investigations Branch will attempt 
to develop a formal program for sharing the 
responsibility of the inspection of all Penn¬ 
sylvania drug, device, and cosmetic estab¬ 
lishments of mutual obligation. Close co¬ 
ordination and communication will be de¬ 
veloped: there will be Joint planning to As¬ 
sure that manpower Is more efficiently uti¬ 
lised and regulatory efforts are properly 
meshed to achieve a high level of industry 
compliance. 

B. Inspect lonel Obligation: 

1. Inspection Inventory: An Inventory of 
Arms covered by this understanding, here¬ 


after referred to os the cooperative estab¬ 
lishment Inventory (CEI), will be developed 
by both agencies and maintained by FDA * 
data processing unit (DPU). 

2. Registration Information: The Pennsyl¬ 
vania Department of Health will supply 
Philadelphia District FDA with drug and de¬ 
vice registration information. FDA will sup¬ 
ply the State with a listing of registered drug 
Arms in Pennsylvania. 

3. Joint Inspections: During the term of 
this understanding. Joint inspections will be 
conducted to give each agency the opportu¬ 
nity to observe Its partner's Inspections! pro¬ 
cedures. The inspections will be planned dur¬ 
ing the first planning session and dlscuavd 
during the second and last, as stated in 
section IV-A. 

III. General Provisions . A. Drug Sampling: 
1. Collection: The Pennsylvania Department 
of Health will assist the Philadelphia District 
FDA In the collection of drug samples when 
requested and within the limits of Its avail¬ 
able manpower. 

2. Assay: The Philadelphia District drug 
laboratory will assay drug samples when re¬ 
quested by the Pennsylvania Department of 
Health, within the limits of available re¬ 
sources. 

B. Recall and Emergency: The agencies will 
cooperate to the fullest extent possible m 
handling emergency public health problems 
of drug and device origin and In checking 
the effectiveness of drug product recalls 

C. Complaint Investigations: When Indi¬ 
cated. each agency wtll assist its partner to 
the extent possible In the investigation of 
complaints. 

D. Crotfs-OommU&lonlng: Consideration 
will be given by both agencies to the possi¬ 
bility of commissioning each other's inspec¬ 
tors to operate under the authority of Btate 
and Federal Acta. The need for such com¬ 
missioning will be determined during the 
term of this understanding. 

E. Training: Based on the results of the 
Joint Inspections. FDA and the State will 
Identify training needs and. if needed, de¬ 
velop several possible training activities de¬ 
signed to meet the needs of implementing 
this understanding. 

P. Personnel Exchange: An exchange <4 
personnel will be accomplished during the 
term of this understanding to permit closer 
program coordination, better understanding 
of mutual responsibilities, and an insight 
Into operational procedures and regulatory 
philosophies. An FDA official will be assigned 
for a two-week period to the State Drug Sec¬ 
tion And a State official will be assigned to 
the Philadelphia District FDA for a two- week 
period. The details will be conducted under 
the provisions of the Federal Intergovern¬ 
mental Personnel Act at federal expense 

IV. Program Reticle. A. Planning Session*: 
Three Joint planning sessions will be held 
during the term of this understanding to 
discuss the cooperative program, establish 
effective communication, determine regula¬ 
tory philosophy, and plan future objectives 
The first session will be held within 4 months 
of the signing of this memorandum: the sec¬ 
ond will be hekl 4 months thereafter, and the 
third during the 11th month of this under¬ 
standing. The Ant session will be conducted 
in HarrLsburg, Pennsylvania; the second in 
Philadelphia. Pennsylvania; and the third In 
Harrisburg. Each session will be arranged for 
and moderated by FDA’s Region m Assistant 
Food and Drug Director for Intergovern¬ 
mental Affairs. 

B. Performance Evaluation: During tbs 
term of this understanding, a procedure for 
evaluation of the quality of program per¬ 
formance will be developed. The evaluation 
procedure will be established during the eur- 
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rent term And set into operation during the 
second year of the program. 

V. Term of Understanding. This under¬ 
funding will expire on May 31. 1070. unless 
renewed and signed by the heads of both 
cooperating agencies to continue It In effect 
lor another year. A new memorandum will 
be prepared each year with asterisks Included 
to indicate sections In which changes were 
made to this memorandum. 

This understanding In it* entirety, or In 
part, may be revised by mutual consent or 
terminated upon 30 days* written notice by 
either agency. 

Approved and accepted for the Pennsyl¬ 
vania Department of Health: 

leonArd Bachman. MB, Secretary. Penn¬ 
sylvania Department of Health. 

Date: AprU 28. 1076. 

Jack B. Ogun. RPh„ Chief. Drug, Device 
and Cosmetic Compliance Section. 

Date: April 28. 1078. 

Approved and accepted for the Pood and 
Drug Administration: 

T. C. Maravlglia, Regional Pood and Drug 
Director. Region HI. Pood and Drug Admin¬ 
istration. 

Date: April 28. 1075. 

Effective date. This Memorandum of 
Understanding became effective April 28, 

1975. 

Dated: May 19. 1975. 

Sam D. Fine, 
Associate Commissioner 
for Compliance. 

(FR Doc.76-13064 Piled 5-23-76:8:45 am) 


Public Health Service 

NATIONAL INSTITUTES OF HEALTH 

Statement of Organization. Functions, and 
Delegations of Authority 

Part 8 of the Statement of Organiza¬ 
tion. Functions, and Delegations of Au¬ 
thority of the Department of Health. 
Education, and Welfare is hereby 
amended to reflect the implementation 
of the Reorganization Order effective 
July 1, 1973, and the Reorganization 
Order effective September 25. 1973, with 
respect to the organization of the Na¬ 
tional Institutes of Health (NIH) as a 
Public Health Service agency. Current 
statements for the National InsUtutes of 
Health are to be deleted and replaced by 
those given below. 

Section 8.-A Mission. The National 
Institutes of Health provides leadership 
and direction to programs designed to 
Improve the health of the people of the 
United States through the following ac¬ 
tivities: 

*** Conduct* and supports research In 
the causes, diagnosis, prevention, and 
cure of diseases of man. In the processes 
of human growth and development, in 
the biological effects of environmental 
contaminants, and in related sciences, 
and supports the training of research 
personnel, the construction of research 
facilities, and the development of other 
research resources. 

<2) Directa programs for the collec- 
tj j.i. dissemination, and exchange of In¬ 
formation in medicine and health, in¬ 


cluding the development and support of 
medical libraries and the training of 
medical librarians and other health In¬ 
formation specialists. 

Sec. 8-B Organization and functions. 
The National Institutes of Health Is ad¬ 
ministered by the Director of the Na¬ 
tional Institutes of Health, under the 
direction of the Assistant Secretary for 
Health. NIH consists of the following 
major components with functions as in¬ 
dicated: 

Office of the Director <M). Provides 
leadership and direction to the programs 
and activities of the National Institutes 
of Health. 

Office of the Director and Deputy Di¬ 
rectors (8A01). (1) Assists the Assistant 
Secretary for Health in the formulation 
of national health policy; (2) provides 
leadership in the development and im¬ 
plementation of policies and programs in 
support of biomedical research and com¬ 
munications; (3) manages and coordi¬ 
nates the activities of the National In¬ 
stitutes of Health. 

Division of Equal Employment Oppor¬ 
tunity (8A0106 ), (1) Advises the NTH 
Director and his staff on matters related 
to the equal employment opportunity 
programs and policies of the NIH; (2) 
plans, coordinates, provides policy direc¬ 
tion, monitors, and evaluates execution 
of the equal employment opportunity 
program: (3) provides for investigation 
of complaints of discrimination and for 
fair and Judicious processing of such 
complaints: (4) coordinates with the Di¬ 
vision of Personnel Management and 
other responsible organizational ele¬ 
ments in the development and Implemen¬ 
tation of plans for achieving definite and 
measurable progress in the equal employ¬ 
ment opportunity program; (5) consults 
with and advises responsible officials in 
bureaus, institutes, and divisions regard¬ 
ing problems and progress of equal em¬ 
ployment opportunity programs In their 
respective organizations: (8) represents 
the Director. NTH, In contacts with 
groups, both within and outside NIH, 
concerned with equal employment op¬ 
portunity; (7) maintains liaison with 
CSC, DHKW. PHS, and other Federal 
agencies concerned with Federal equal 
employment opportunity programs. 

Office of Collaborative Research 
( 8A02 >. (1) Advises the Director. NIH, 
and his staff on collaborative and re¬ 
search contract programs; (2) provides 
guidance to NIH components in the de¬ 
velopment and management of collabora¬ 
tive research programs. 

Office of Extramural Research and 
Training < 8A03 >. (1) Advises the Direc¬ 
tor, NTH. and his staff, and provides 
guidance to the bureaus, institutes, and 
divisions on the extramural research and 
training programs of the NIH; (2) coor¬ 
dinates grants policy for the whole of 
NIH. and represents the NTH to the As¬ 
sistant Secretary for Health on overall 
grants policy. 

Office of Intramural Affairs (8A04). 
Advises the Director, NIH. and his staff, 
and provides guidance to research bu¬ 
reaus and institutes on the intramural 
research programs of the NIH. 


Office of Clinical Care (8A05), <1) Ad¬ 
vises the Director, NIH, and his staff on 
policies relating to clinical care; (2) pro¬ 
vides guidance to research bureaus and 
institutes on matters affecting clinical 
care. 

Office of Program Planning and Evalu¬ 
ation (8A06K (1) Advises the Director. 
NIH. and his staff on program plans and 
policies and on legislative proposals: (2) 
evaluates the programs of the operating 
organizations of the NIH and makes rec¬ 
ommendations thereon to the Director; 
(3) directs staff activities relating to pro¬ 
gram development, program analysis, re¬ 
sources analysis, and legislative liaison 
and development. 

Division of Program Analysis (8A0602 ). 
(1) Prepares annually an overall long- 
range program plan for NIH and coordi¬ 
nates and/or carries out associated pro¬ 
gram planning activities; 12) prepares 
annual Research and Evaluation Plan 
for NIH and manages all NIH program 
evaluation activities conducted ns part of 
the Department's Health Evaluation 
Program: <3> prepares a variety of ana¬ 
lytic studies and reports to assist the Di¬ 
rector of NTH and his top staff in making 
broad policy and program decisions af¬ 
fecting the size, scope, and direction of 
NIH programs; (4) performs the OMB 
project review and clearance function 
for NIH. 

Division of Resources Analysis 
(8A0603). ( 1) Provides systematic, con¬ 
tinuing analysis of national resources for 
biomedical researrh. education, and com¬ 
munication; (2) identifies significant na¬ 
tional trends In allocation of resources 
for biomedical research and analyzes im¬ 
plications for NIH policy and program 
planning; (3) develops long-range pro¬ 
jections of biomedical research require¬ 
ments and resources; (4) designs and 
manages surveys and monitors contrac¬ 
tual arrangements to obtain data on: (a) 
flow of funds for biomedical research, 
and <b> supply, utilization, characteris¬ 
tics. and training of manpower for bio¬ 
medical research and education; (5) In 
coordination with PHS develops special 
reports on national needs and resources 
capabilities for the Executive Branch and 
the Congress, 

Division of Legislative Analysis 
(8A0604 ). (1) Identifies, analyzes, and 
reports on legislative developments rele¬ 
vant to NIH programs and activities; (2) 
assesses the need for and proposes 
changes In the statutory base of NIH ac¬ 
tivities; (3> plans and develops new leg¬ 
islative proposals; (4) coordinates and 
controls NIH Congressional communica¬ 
tions; (5) provides coordination on NIH 
legislative matters with the Office of the 
Assistant Secretary for Health, the De¬ 
partment. the Congress, and other 
bodies: (6) coordinates preparation of 
testimony or statements for the use of 
staff of the Office of the Director before 
Congressional committees or other 
groups; (7) develops special reports, staff 
documents, or other studies concerning 
NIH interests, activities, and relation¬ 
ships. 

Office of Administration 18A07 )• (1) 
Advises the Director, NIH, and his staff 
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on administration and management; (3) 
provides leadership and guidance In all 
phases of management; (3) directs staff 
and service functions in the areas of 
budget and financial management, per¬ 
sonnel management, management policy, 
engineering services, grant and contract 
management, general administration, 
and management surveys. 

Division o/ Financial Management 
( 8A0702 ). (1) Advises the Director, N1H, 
and his staff and provides leadership and 
direction for NIH financial management 
activities; (2) collaborates with the Office 
of Program Planning and Evaluation in 
the development and implementation of 
the long-range plan; (3 > develops policies 
and instructions for budget preparations 
and presentation; (4) administers allo¬ 
cation of funds and manages a system of 
fund and budgetary controls; (5) pro¬ 
vides an NIH manpower resource con¬ 
trol system designed to allocate re¬ 
sources; (6) provides, through develop¬ 
ment and maintenance, an NIH Manage¬ 
ment Account Structure; (7) directs 
planning and implementation of NIH fis¬ 
cal systems and procedures and provides 
accounting sen*ices to all NIH compo¬ 
nents; (8) provides a central grant ac¬ 
counting and financial reporting point 
for all DHEW grants to educational and 
nonprofit institutions; (D> participates in 
the development of policies and proce¬ 
dures pertaining to grants and contracts. 

Division of Personnel Management 
( 8A0703). <1> Advises the Director. NIH, 
and his staff on personnel management; 
(2) directs central personnel manage¬ 
ment services; (3) provides NIH leader¬ 
ship and planning on personnel program 
development, salary administration. Up¬ 
ward Mobility, and other personnel func¬ 
tions; (4) makes studies and recommen¬ 
dations to top management at NIH and 
PHS for new or redirected personnel ef¬ 
forts and policies and participates, as ap¬ 
propriate. in the development of such 
policies. 

Division of Administrative Services 
( 8A070S ). <1; Plans and conducts a cen¬ 
tralized program of technical and admin¬ 
istrative services in support of biomedi¬ 
cal research, patient care, and adminis¬ 
trative and plant operations; (2) advises 
the Associate Director for Administration 
on central sendees matters and acts ns 
his representative with PHS. DHEW. 
OAO.andOSA; (3) collaborates with sci¬ 
entific. technical, and administrative 
staff of NIU components in the manage¬ 
ment of programs to meet NIH needs for 
administrative services and logistical 
support; (4) develops and implements 
policies and procedures In areas of 
responsibility. 

Division of Engineering Services (8A- 
0706) . (1) Plans and conducts a central¬ 
ized program in support of the construc¬ 
tion. operation, and maintenance of NIH 
facilities and advises the Associate Di¬ 
rector for Administration to these areas: 
(2) provides engineering design and 
architectural services in the (a) planning 
of NIH facilities and improvements, (b) 
the administration and Inspection of NIH 
construction under direct contract, and 


(c) liaison with and inspection of projects 
administered by the GSA or the Office 
of Facilities Engineering and Property 
Management, DHEW, in coordination 
with PHS; (3) provides engineering craft 
and labor services In operating and main¬ 
taining NIH buildings, grounds, utility 
plants, and related equipment; (4) main¬ 
tains liaison with state and local review 
and governing authorities. 

Division of Contracts and Grants 
*8A0?07). (1) Advises the Director, NIH, 
and Ills staff and provides leadership and 
direction for NIH contracting and grants 
management activities; (2> plans, de¬ 
velops. and recommends NIH-wide re¬ 
search and development negotiated con¬ 
tracting policies, procedures, and prac¬ 
tices; <3> provides contracting officer 
services to those NIH components which 
have a small volume of research con¬ 
tracts; <4; maintains a continuing review 
of contracting operations in those bu¬ 
reaus, institutes, and divisions with de¬ 
centralized authority to insure adherence 
to FPR. DHEW. PHS. and NIH policies 
and standards; (5) provides NIH re¬ 
search contracting operating units with 
price/cost analysis services and compre¬ 
hensive advice on the financial responsi¬ 
bility of prospective contractors; (6) par¬ 
ticipates with other offices in the Office 
of the Director. NIH. and with NIH 
awarding components to the formulation, 
coordination, and implementation of 
DHEW. PHS. and NIH policies and pro¬ 
cedures pertaining to grants administra¬ 
tion. and serves as focal point of liaison 
with the management staffs of grantee 
institutions; <7) to coordination with 
PHS, maintains liaison with the Audit 
Agency. Office of the Assistant Secretary 
Comptroller, and with the Office of 
Grants and Procurement Management, 
OS. on contracts and grants management 
policy, procedural, and operating matters 
Including the resolution of audit reports. 

Division of Management Policy . (&A- 
0708). (1) Advises and assists OD staff 
and operating officials on management 
policy, procedures, organization, business 
ADP systems, and related management 
matters; <2> provides staff assistance and 
coordination in management planning 
and in related policy development and 
Implementation; (3) conducts manage¬ 
ment studies and evaluates studies of NIH 
made by outside organizations; (4) re¬ 
views, monitors, and advises on the de¬ 
velopment of business ADP systems at 
NIH and furnishes assistance In the 
analysis, design, and coordination of data 
systems in the administrative areas; (5) 
conducts a management program cover¬ 
ing directives, forms, reports, records, 
and other aspects of paper work manage¬ 
ment; (6) maintains liaison with and, 
os assigned, serves as NIH coordinator 
lor PHS and Department-wide efforts to 
improve management and administration. 

Division of Management Survey and 
Review 18A0709). Provides advice and 
assistance to OD staff and operating of¬ 
ficials on management problems: (l) 
Plans and organizes a management sur¬ 
vey program throughout NIH; (2) plans, 
schedules, and conducts reviews designed 


to appraise soundness and adequacy of 
management control systems; <3> devel¬ 
ops recommendations to the OD staff, 
NIH. and the head of the organization 
surveyed, for improving the system of 
management controls and follows up to 
verify if corrective actions have been 
taken and if results arc satisfactory; <4) 
investigates specific problem areas at the 
request of top management; <5> In co¬ 
ordination with PH8. acts as the central 
NIH liaison point for relationships on 
internal audit matters with the OAO and 
the HEW Audit Agency. 

Office of Communications ( 8A09K (1) 
Advises the Director. NIH, with particu¬ 
lar reference to the communications as¬ 
pects of NIH policies and programs; (2) 
plans and directs activities designed to 
achieve better understanding of NIH pro¬ 
grams. and accomplishments on the part 
of the general public. Congress, biomedi¬ 
cal Institutions, and the medical profes¬ 
sion; (3) plans and directs programs de¬ 
signed to facilitate dissemination of sci¬ 
entific and technical information arising 
from NIH research to professional 
audiences; <4) advises the Director, NIH. 
on applications of the Freedom of In¬ 
formation Act and serves as the principal 
NIH spokesman in these matters; (5) 
assures effective communication on 
policy and program between the Office of 
the Director and operating components 
of NIH. 

Division of Public Information 
( 8A0902 >. (1) Advises the Associate Di¬ 
rector for Communications on policies 
and programs relating to public informa¬ 
tion and public affairs activities of the 
NIH; (2> plans and directs the public 
information program; (3) identifies NIH 
needs in the area of public Information 
and plans and carries out special efforts 
to meet those needs; <4) provides for 
orderly and expenditious processing and 
dissemination of NIH public Information 
material*?. 

Division of Scientific Reports ( 8A0903 ). 
(H Advises the Associate Director for 
Communications on policy and program 
aspects of NIH’s multicategoricnl effort 
to Interpret, present, and disseminate re¬ 
search findings and scientific and health 
Information to the biomedical com¬ 
munity and other special audiences; (2) 
provides guidance and coordination to 
and evaluates bureau, institute, and 
division programs of scientific and health 
reporting; (3) directs the public inquiry 
function for the Office of the Director; 
advises and assists operating components 
of NTH in establishing policies and pro¬ 
cedures to insure prompt and Informative 
answers to inquiries concerning their 
activities: (4) prepares and publishes 
scientific nnd technical publications and 
reports relating to NTH programs and ac¬ 
complishments; (5) serves as principal 
advisor to the Associate Director for 
Communications on the requirements of 
the Freedom of Information Act as it 
applies to NIH and on Departmental and 
OMB regulations governing scientific re¬ 
porting and public inquiries; develops 
and issues guidelines to Insure conform- 
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ance with laws, policies, and regulations 
in these areas throughout NHL 

National Cancer Institute (SC). Plans, 
conducts and coordinates a national pro¬ 
gram involving tai research on the de¬ 
tection, diagnosis, cause, prevention, 
treatment, and palliation of cancers and 
on rehabilitation of the cancer patient 
and <b> demonstration of the effective¬ 
ness of cancer control methods and tech¬ 
niques. Specifically: <1) Conducts and 
directs research performed in its own 
laboratories and through contracts; (2) 
supports and coordinates research pro¬ 
jects by scientific institutions and indi¬ 
viduals through research grants: (3) 
supports manpower training In funda¬ 
mental sciences and clinical disciplines 
through individual and institutional re¬ 
search training awards and clinical edu¬ 
cation awards: (4> supports construction 
of laboratories and related facilities nec¬ 
essary for research on cancer: <5) sup¬ 
ports field tests and community demon¬ 
stration projects of methods and tech¬ 
niques for cancer control; <$> collabo¬ 
rates with voluntary organizations and 
other institutions eng Aged in cancer re¬ 
search, training, and control activities; 
(7) encourages and coordinates cancer 
research by Industrial concerns where 
such concerns evidence a particular ca¬ 
pability for programmatic research; (8) 
collects and disseminates information on 
cancer research and cancer control; (9) 
consults w ith appropriate individuals and 
agencies In the development, coordina¬ 
tion. and support of cancer research pro¬ 
grams In other countries. 

Office o1 the Director ( 8C01 ). <1> 
Serves as the focal point for the National 
Cancer Program; (2) develops a Na¬ 
tional Cancer Plan and monitors imple¬ 
mentation of the Plan: (3) directs and 
coordinates the Institute's programs and 
activities; and (4) develops and provides 
policy guidance and staff direction to the 
Institute’s programs in areas such as 
program coordination, program plan¬ 
ning. clinical care, and administrative 
management. 

Office of Program Planning and Anal - 
Vsls (8C02). (1) Manages the develop¬ 
ment and updating of the National Can¬ 
cer Plan and monitors implementation 
of the Plan; (2) plans and analyzes the 
program plans for the Institute; i3i pro¬ 
vides leadership for and coordinates In¬ 
stitute scientific and technical informa¬ 
tion activities. Including development of 
f research data bank and a management 
information system for the National 
Cancer Program; (4) provides staff sup¬ 
port to the Office of the Director for co¬ 
ordination of the National Cancer 
Program. 

Ojffce of Administrative Management 
(SC07). (l) Directs and conducts admin¬ 
istrative management activities of the 
institute by providing services in areas 
of financial management, contract man¬ 
agement, personnel management, and 
administrative services; ( 2 ) advises the 
Director and the Divisions of the Insti¬ 
tute on developments In administrative 
m anagement and their implications and 
effects on program management; (3) co¬ 


ordinates administrative management 
activities of the Divisions; (4) develops 
policies on administrative management 
and prepares and Issues procedures and 
guidelines for implementation of admin¬ 
istrative policies and requirements. 

Office of Cancer Communications 
(SC08 >. <1> Develops and manages the 
program communications activities of 
the National Cancer lnstitute/Natlonal 
Cancer Program: <2> interprets program 
and organizes, prepares, and disseminates 
reports on cancer research and treat¬ 
ment for Congress. HEW, and other Fed¬ 
eral departments, and for research In¬ 
stitutions and other organizations par¬ 
ticipating In the National Cancer Pro¬ 
gram; (3) maintains liaison with Na¬ 
tional Cancer Program constituents on 
behalf of the Director to facilitate pro¬ 
gram management and reporting and in¬ 
terpretation and information exchange, 
and advises the Director on these mat¬ 
ters; (4) responds to public inquiries: «5> 
prepares and coordinates internal re¬ 
ports for dissemination within the In¬ 
stitute and other parts of the Executive 
Branch, and to the Congress: (6) «erves 
as a focal point for information on leg¬ 
islation and other Congressional develop¬ 
ments affecting the National Cancer 
Program; (7) supports the Cancer Con¬ 
trol Program in developing cancer edu¬ 
cation programs for professionals treat¬ 
ing cancer patients and for individuals 
with cancer and at risk to cancer. 

Division of Cancer Treatment (8C10 ). 
(li Plans, directs, and coordinates an 
Integrated program of cancer treatment 
activities with the objective of curing or 
controlling cancer in man by utilizing 
combination modalities Including chemi¬ 
cal, surgical, radiological, and certain 
immunological techniques, through in¬ 
tramural laboratory and clinical studies, 
contracted research, and research con¬ 
ducted In cooperation with other Federal 
agencies; (2) administers a total drug 
development program encompassing all 
phases from drug acquisition up to and 
Including clinical trials; (3) serves as the 
national focal point for information and 
data on experimental and clinical studies 
related to cancer treatment and for the 
distribution of such information to ap¬ 
propriate scientists and physicians. (4) 
participates in the evaluation of and Ad¬ 
vises the Institute Director on program 
related aspects of cancer control activ¬ 
ities and of grants and grant applica¬ 
tions as they relate to cancer treatment. 

Clinical Oncology Program (8CI006 ). 

(1) Plans, directs, coordinates, and 
evaluates patient care activities of the 
NCI and a program of basic, applied and 
clinical research In cancer treatment; 

(2) establishes program priorities, al¬ 
locates clinical resources, integrates the 
projects of the various branches, evalu¬ 
ates program effectiveness and repre¬ 
sents the program area In management 
and scientific decision-making meetings 
within the Institute: (3) through in¬ 
tramural studies and contracts, adminis¬ 
ters research in surgery, radiotherapy, 
chemotherapy and combined modalities 
of treatment; (4) advises the Director 


of the Division, the National Cancer Ad¬ 
visory Board and other scientific ad¬ 
visory committees. 

Baltimore Cancer Research Center 
Program ( 8C1007 >. <11 Plans, directs, 
coordinates, and evaluates a program of 
laboratory and clinical research carried 
on by the NCI Baltimore Cancer Re¬ 
search Center; (2) establishes program 
priorities, allocates resources. Integrate* 
the projects of the various branches, 
evaluates program effectiveness, and rep¬ 
resents program areas In management 
and scientific decision-making meetings 
within the Institute; <3> though Intra¬ 
mural studies and contracts, administers 
research and clinical support in general 
medical services including surgical, 
chemotherapeutic, and radio therapeutic 
services; <4» advises the Director of the 
Division and supports the activities of 
the National Cancer Advisory Board and 
other scientific advisory committees. 

Experimental Therapeutics Program 
(8CI008). (1) Plans, directs, coordinates, 
and applies research concerning the 
pharmacologic and toxicologic aspects of 
cancer chemotherapy: (2) establishes 
program priorities, allocates resources, 
integrates the projects of the various 
branches, evaluates program effective¬ 
ness, and represents program area in 
management and scientific decision¬ 
making meetings within the Institute; 
<3) through intramural laboratories and 
contracts, administers research In cell 
biology, toxicology, pharmo-kinetics and 
dynamics, drug metabolism, experi¬ 
mental therapeutics, and molecular, 
chemical, and biochemical pharmacol¬ 
ogy; (4> advises the Director of the Divi¬ 
sion and supports the activities of the 
National Cancer Advisory Board and 
other scientific advisory committees. 

Drug Research and Development Pro¬ 
gram (3C/0O9). (1) Plans, directs, co¬ 
ordinates. and evaluates a program of 
basic and applied research In drug de¬ 
velopment and evaluation: (2) estab¬ 
lishes program priorities, allocate* 
resources. Integrates the projects of the 
various branches, evaluates program ef¬ 
fectiveness, and represents program area 
in management and scientific decision¬ 
making meetings within the Institute: 

(3) through Intramural laboratories and 
contracts, administers research In ge¬ 
netics, molecular biology, experimental 
chemotherapy, and drug development, 
procurement, distribution, and evalua¬ 
tion; (4) advises the Director of the Di¬ 
vision and supports the activities of the 
National Cancer Advisory Board and 
other scientific advisory committees. 

Cancer Therapy and Evaluation Pro¬ 
gram < 8CJ00B >. (1) Plans, directs, co¬ 
ordinates, and evaluates a clinical con¬ 
tract program of cancer therapy evalua¬ 
tion; (2) establishes program priorities, 
allocates resources, integrates the proj¬ 
ects of the various branches, evaluates 
program effectiveness, and represents 
program area in management and scien¬ 
tific decision-making meetings within 
the Institute; (3) through intramural 
and contract activities, administers 
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studies in literature research, anti-can¬ 
cer drugs, therapeutic methods, and 
maintains liaison with the Food and 
Drug Administration; (4) advises the 
Director of the Division and supports the 
activities of the National Cancer Ad¬ 
visory Board and other scientific advisory 
committees. 

Division 0 / Cancer Cause and Preven¬ 
tion <8C11). (1) Plans and directs a pro¬ 
gram of laboratory, field, and demo¬ 
graphic research on the cause and 
natural history of cancer and means for 
preventing cancer through direct in- 
house research and through research 
contracts; (2) evaluates mechanisms of 
cancer induction by viruses and by en¬ 
vironmental carcinogenic hazards; (3) 
serves as the focal point for the Federal 
Government on the synthesis of clinical, 
epidemiological, and experimental data 
relating to the cause of cancer; <4> par¬ 
ticipates in the evaluation of and advises 
the Institute Director on program aspects 
of cancer control activities and of grants 
and grant applications as they relate to 
cancer cause and prevention. 

Carcinogenesis Program (8CU03). (1) 
Plans, directs, coordinates, and evaluates 
a program of basic and applied research 
on the cancer-causative factors and the 
prevention of carcinogenesis: (2) estab¬ 
lishes program priorities, allocates re¬ 
sources, Integrates the projects of the 
. various branches, evaluates program ef¬ 
fectiveness. and represents program area 
in management and scientific decision¬ 
making meetings within the Institute; 
(3) through intramural laboratories and 
contracts, administers research in car¬ 
cinogenesis and related toxicology, me¬ 
tabolism. chemistry, immunology, cell 
biology, experimental tumor pathology, 
carcinogen bloa&says, and information 
sciences: (4) advises the Director of the 
Division and supports the activities of the 
National Cancer Advisory Board and 
other scientific advisory committees. 

Field Studies and Statistics Program 
(8C1104 ), (1) Plans, directs, coordinates, 
and evaluates a program of epidemio¬ 
logic. statistical, and mathematical re¬ 
search activities and statistical and auto¬ 
matic data processing services for all NCI 
research programs; (2) establishes pro¬ 
gram priorities, allocates resources, inte¬ 
grates the projects of various branches, 
evaluates program effectiveness, and rep¬ 
resents program area In management 
and scientific decision-making meetings 
within the Institute; (3) through intra¬ 
mural and contract activities, adminis¬ 
ters research in biometry and epi¬ 
demiology and the development of 
mathematical models and statistical 
methodology; (4) advises the Director of 
the Division and supports the activities 
of the National Cancer Advisory Board 
and other scientific advisory committees. 

Viral Oncology Program i8C1105 >. (1) 
Plans, directs, coordinates, and evaluates 
a program of basic and applied research 
regarding viruses as etiological agents 
of cancer; (2) establishes program 
priorities, allocates resources, integrates 
the projects of the various branches, 
evaluates program effectiveness, and rep¬ 


resents program area in management 
and scientific decision-making meetings 
within the Institute; (3) through intra¬ 
mural laboratories and contracts, admin¬ 
isters research in biochemistry, tumors, 
genetics, pathology, biohazards, immu¬ 
nology. the environment, and viral and 
cell biology; (4) advises the Director of 
the Division and supports the activities 
of the National Cancer Advisory Board 
and other scientific advisory committees. 

Division of Cancer Research Resources 
and Centers < 8C12 ). (1) Plans and di¬ 
rects the Institute's grant-supported 
activities Including research grants, cen¬ 
ters grants, manpower training, and fa¬ 
culties construction; (2) recommends 
Institute policy relating to the adminis¬ 
tration of grant programs; (3) develops, 
reviews, and coordinates plans and 
criteria for the implementation of grants 
and evaluates effectiveness of grant- 
supported activities in achieving the In¬ 
stitute’s missions; (4) advises the Insti¬ 
tute Director, the National Cancer 
Advisory Board, and other advisory 
bodies of grant activities and develop¬ 
ments, as they apply to programs sup¬ 
ported by contracts and the overall mis¬ 
sion of the National Cancer Program. 

Biomedical Research Program ( 8C- 
1209). <1> Plans, directs, coordinates, 
and evaluates grant-supported ac¬ 
tivities in multidisciplinary biomedical 
and clincial research, including research 
grants, individual and institutional re¬ 
search training awards, and awards for 
support of scientific meetings, and rec¬ 
ommends Institute policies regarding 
these program grants; <2) establishes 
program priorities, aUocates resources, 
integrates the projects of the various 
branches, evaluates program effective¬ 
ness, and represents program area in 
management and scientific decision¬ 
making meetings within the Institute; 
(3) advises the Director of the Division 
and supports the activities of the Na¬ 
tional Cancer Advisory Board and other 
scientific advisory committees. 

Cancer Center Program <SC 1210 ). (1) 
Plans, directs, coordinates, and evaluates 
the Cancer Center Program the Research 
P&ciUties Construction Program, and the 
Cancer Clinical Education Program; <2> 
establishes program priorities, allocates 
resources, integrates the projects of the 
various branches, evaluates program ef¬ 
fectiveness, and represents program area 
in management and scientific decision¬ 
making meetings within the Institute; 
(3) advises the Director of the Division 
and supports the activities of the Na¬ 
tional Cancer Advisory Board and other 
scientific advisory committees. 

Division 0 / Cancer Biology and Diag¬ 
nosis (8C13). <1) Plans and directs the 
general laboratory and clinical research 
activities of the National Cancer Insti¬ 
tute; (2) cooperates with other divisions 
of the Institute in conducting basic re¬ 
search which is supportive of targeted 
activities of the Institute; (3) serves as 
the national focal point for programs to 
improve the detection and diagnosis of 
human cancers; <4) plans and manages 
a collaborative program in immunology. 


diagnosis, and breast cancer; (5) par¬ 
ticipates in evaluation of and advises the 
Institute Director on program related 
aspects of cancer control activities and 
of grants and grant applications as they 
relate to cancer biology and diagnosis. 

Clinical Research Program < 8C1302 >. 
(1) Plans, directs, coordinates, and eval¬ 
uates a program of basic, applied, and 
clinical research: (2) establishes pro¬ 
gram priorities, allocates resources, in¬ 
tegrates the projects of the various 
branches, evaluates program effective¬ 
ness. and represents program area in 
management and scientific decision¬ 
making meetings within the Institute: 
(3) through contracts and intramural 
laboratory and clinical studies, admin¬ 
isters research in Immunology, der¬ 
matology. metabolism, endocrinology, 
breast oncology’, radiation oncology, 
pathology, physiology, genetics, bio¬ 
chemistry. cytology, and molecular and 
general biology; (4) advises the Director 
of the Division and supports the activi¬ 
ties of the National Cancer Advisory 
Board, and other scientific advisory 
committees. 

Immunology Program ( 8C1313 ). (1) 
Plans, directs, coordinates, and evaluates 
a program of basic and applied research 
on tumor immunology and cell biology*; 
<2) establishes program priorities, allo¬ 
cates resources, integrates the projects 
of the various branches, evaluates pro¬ 
gram effectiveness, and represents pro¬ 
gram area in management and scientific 
decision-making meetings within the In¬ 
stitute; (3) through Intramural labora¬ 
tories, administers research in tumor im¬ 
munology, immunochemistry, cellular 
immunology, transplantation immunol¬ 
ogy. and other aspects of general im¬ 
munology as applied to the study of the 
biology, diagnosis and treatment of neo¬ 
plastic diseases; (4) develops and imple¬ 
ments a single research program in tu¬ 
mor immunology for the National Can¬ 
cer Institute utilizing the contract mech¬ 
anism: (5) advises the Director of the 
Division and supports the activities of 
the National Cancer Advisory Board and 
other scientific advisory committees. 

Collaborative Research Program 
( 8C1316 ) . (1> Plans, directs, coordinates, 
and evaluates a broad program of basic 
and applied research and also monitor* 
the professional aspects of research con¬ 
tract management; (2) establishes pro¬ 
gram priorities, allocates resources, in¬ 
tegrates the projects of the various 
branches, evaluates program effective¬ 
ness, and represents program area In 
management and scientific decision¬ 
making meetings within the Institute: 
(3) through research contracts, admin¬ 
isters studies in cancer diagnosis and the 
diagnosis, therapy, and epidemiology uf 
breast cancer; (4) advises the Director 
of the Division and supports the activi¬ 
ties of the National Cancer Advisory 
Board and other scientific advisory 
committees. 

Division of Cancer Control and Re¬ 
habilitation (8C14 ). (1) Plans, directs, 
and coordinates an integrated program 
of cancer control and rehabilitation oc- 
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tlvities with the goal of identifying, test¬ 
ing. evaluating, demonstrating, com¬ 
municating. and promoting the wide¬ 
spread application of available and new 
methods for reducing the incidence, 
morbidity, and mortality from cancer; 
<2) serves as the focal point of a coordi¬ 
nated national effort to control cancer. 
Involving all appropriate elements of 
the Deparment of Health, Education, 
and Welfare, other Federal agencies, 
state and local health departments, vol¬ 
untary health agencies and other ele¬ 
ments of # the private health community; 

(3) in collaboration with the research 
divisions of the National Cancer Insti¬ 
tute, identifies candidate control tech¬ 
niques and methods for Inclusion in the 
field test and demonstration activities 
of the Division; (4) serves as the focal 
point of the National Cancer Institute 
for research in cancer rehabilitation; (5) 
participates in evaluation of and advises 
the Institute Director on program re¬ 
lated aspects of grants and contracts as 
they relate to cancer control and 
rehabilitation. 

Intervention Program (SCI412). (1) 
Plans, directs, coordinates, and evalu¬ 
ates the identification and fleld testing 
of new and improved intervention meth¬ 
ods and techniques to be used on a wide 
scale in community settings; (2) estab¬ 
lishes program priorities, allocates re¬ 
sources. Integrates the projects of the 
various branches, evaluates program ef¬ 
fectiveness, and represents program area 
in management and scientific decision¬ 
making meetings within the Institute; 
(3) through contracts and grants, ad¬ 
ministers a broad program in cancer con¬ 
trol intervention including prevention, 
detection, diagnosis, pretreatment evalu¬ 
ation. treatment, rehabilitation, and con¬ 
tinuing care; (4) advises the Director of 
the Division and the Director of the In¬ 
stitute; supports the activities of the Na¬ 
tional Cancer Advisory Board and other 
advisory committees. 

Community Program (SC 1413 ). (1) 
Plans, directs, coordinates, and evaluates 
the demonstration and promotion of ap¬ 
proved intervention techniques and 
methods In community settings; (2) es¬ 
tablishes program priorities, allocates re¬ 
sources, integrates projects relative to 
Intervention at the community level, 
evaluates program effectiveness, and rep¬ 
resents the program area in management 
aod scientific decision-making meetings 
within the Institute; (3) through con¬ 
tracts and grants, administers a broad 
program In cancer control intervention 
In community settings including preven¬ 
tion, detection, diagnosis, pretreatment 
evaluation, treatment, rehabilitation. 
&nd continuing care; <4> advises the Di¬ 
rector of the Division and the Director 
of the Institute; supports the activities 
of (he National Cancer Advisory Board 
ana other scientific advisory committees. 

national Heart and Lung Institute 
{ J G) ; Provides leadership for a na¬ 
tional program in diseases of the heart, 
olood vessels, blood, and lungs: (2) plans, 
conducts, fosters, and supports an inte¬ 
grated and coordinated program of re- 
Rearcil * Investigations, clinical trials, and 


demonstrations relating to the causes, 
prevention, methods of diagnosis, and 
treatment (including emergency medical 
treatment) of the heart, blood vessel, 
lung, and blood diseases through: re¬ 
search performed in its own laboratories 
and through contracts and research 
grants to scientific institutions and to In¬ 
dividuals: <3> plans and directs research 
in the development, trial, and evaluation 
of drugs and devices relating to the pre¬ 
vention and treatment of. and the re¬ 
habilitation of patients suffering from, 
such diseases; (4) conducts studies and 
research into the clinical use of blood and 
all aspects of the management of Its re¬ 
sources; (5) supports training of man¬ 
power In fundamental sciences and clini¬ 
cal disciplines for participation in basic 
and clinical research programs relating 
to heart, blood vessel, blood, and lung 
diseases by individual and institutional 
research training awards; (6) coordi¬ 
nates with the other research institutes 
and with all Federal health programs 
relevant activities in the above diseases, 
including the related causes of stroke; 
(7) conducts educational activities, in¬ 
cluding the collection and dissemination 
of educational materials on these dis¬ 
eases. with emphasis on the prevention 
thereof, for health professionals and the 
lay public; <8> maintains continuing re¬ 
lationships with institutions and profes¬ 
sional associations and with interna¬ 
tional, national, state, and local officials, 
and voluntary agencies and organiza¬ 
tions working in these areas. 

Office of the Director (8G01 ). <1) De¬ 
velops and provides leadership for the 
national heart, blood vessel, blood, and 
lung program, including the coordina¬ 
tion of all Federal health programs re¬ 
lating to the above diseases as author¬ 
ized; (2) provides overall planning, di¬ 
rection. coordinator and evaluation of 
the Institute's programs; (3> collects, 
develops, and disseminates Information 
on the above diseases, with emphasis 
upon factors In their prevention, and 
conducts and fosters related educational 
programs for scientists and clinicians; 

(4) provides overall management and 
administrative services for the Institute; 

(5) establishes Internal Institute policies 
for program and administrative opera¬ 
tions and maintains surveillance over 
their execution. 

Office of Program Planning and Eval¬ 
uation ( SG03 >. (1) Advises the Director 
on program plans and policies; (2) as¬ 
sists in the establishment of Institute 
goals and in the development of pro¬ 
grams to meet these objectives; (3) per¬ 
forms analysis and evaluation of data 
on cardiovascular, respiratory, and blood 
diseases and on blood resources for use 
in program planning and development; 
(4) coordinates the presentation of the 
Institute's varied activities In plans and 
reports to higher echelons. 

Office of Administrative Management 
(SG04 ). (1) Advises and assists the Di¬ 
rector on administrative matters; (2) 
plans and directs management functions 
of the Institute and provides leadership 
and coordination of Institute manage¬ 
ment activities; (3) participates In pro¬ 


gram and legislative review, interpreta¬ 
tion, analysis, and implementation to 
insure compliance with laws, regula¬ 
tions. and DHEW and PHS management 
policies, procedures, and goals: (4) pro¬ 
vides coordination and selected support¬ 
ing and staff services in fiscal manage¬ 
ment. personnel management, manage¬ 
ment analysis, and administrative 
services. 

Office of Prevention , Control. and 
Education (BOOS). (1) Plans, coordi¬ 
nates. and develops Institute policies and 
programs in the areas of information 
and education relating to cardiovascular, 
respiratory, and blood diseases and blood 
resources, and coordinates associated ac¬ 
tivities In the Divisions; <2> develops 
educational and informational materials 
for both the general public and the med¬ 
ical community as appropriate for pro¬ 
fessional use in the prevention, diag¬ 
nosis, and treatment of these disease* 
and for general public education and In¬ 
formation; (3) designs, develops, and 
operates or coordinates programs which 
facilitate or Implement the transfer of 
knowledge gained through research and 
development into clinical practice 
through educational measures, demon¬ 
strations. and other means; 14> admin¬ 
isters a clearinghouse for scientific and 
technical information on cardiovascular, 
respiratory, and blood diseases and blood 
resources. 

Division of Heart and Vascular Dis¬ 
eases (8015). (1) Plans and directs the 
Institute's research grant, contract, and 
training programs in heart and vascular 
diseases, encompassing basic research, 
targeted research, clinical trials and 
demonstrations, national cardiovascular 
centers, technological development, and 
application of research findings; (2) 
maintains surveillance over develop¬ 
ments in its program area and assesses 
the national need for research in the 
causes, prevention, diagnosis, and treat¬ 
ment of cardiovascular diseases, in tech¬ 
nological development, in the application 
of research findings, and for manpower 
training in these areas; (3) maintains 
the necessary scientific management 
capability to foster and guide an effective 
attack upon cardiovascular diseases. 

Etiology of Arteriosclerosis and Hyper¬ 
tension Program (8G1S10). (1) Plans 
and directs a program of grant and con¬ 
tract support for research on the etiology 
of arteriosclerosis and hypertension to 
Insure maximum utilization of available 
resources in attainment of Institute ob¬ 
jectives; (2) assesses need for research 
in program areas: <3> recommends pri¬ 
orities and funding levels for programs 
to be recommended to the advisory coun¬ 
cil for support by grants; f4> determines 
priorities and allocates funds for re¬ 
search to be supported by contract; <5> 
collaborates with intramural programs 
in the Institute and NTH-wide and main¬ 
tains an awareness of national research 
efforts in program areas; (6) prepares 
reports and analyses to assist Institute 
staff and advisory groups in carrying out 
their responsibilities; (71 consults with 
voluntary health organizations and with 
professional associations In identifying; 
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research needs and developing programs 
to meet them. 

Cardiology Program (801512), (1> 
Plans and directs a program of grant and 
contract support for research in cardi¬ 
ology, In its clinical and fundamental 
aspects, and in the relevant technological 
and bioengineering devices areas, to in¬ 
sure maximum utilization of available 
resources in attainment of Institute'ob¬ 
jectives; (2) assesses need for research 
in program areas; (3) recommends pri¬ 
orities and funding levels for programs 
to be recommended to the advisory coun¬ 
cil for support by grants; (4) determines 
priorities and allocates funds for re¬ 
search to be supported by contract; (5) 
collaborates with intramural program in 
the Institute and NIH-wlde and main¬ 
tains an awareness of national research 
efforts in program area; (6) prepares 
reports and analyses to assist Institute 
staff and advisory groups in carrying out 
their responsibilities; (7) consults with 
voluntary health organizations and with 
professional associations in Identifying 
research needs and developing programs 
to meet them. 

Clinical Applications and Prevention 
Program (8G1S13), (1) Plans and directs 
programs of basic and applied research 
and grant and contract support for re¬ 
search in biometrics, epidemiology, clin¬ 
ical trials, and preventive cardiology to 
insure maximum utilization of available 
resources in attainment of Institute ob¬ 
jectives; (2) assesses need for research 
in these program areas; (3) recommends 
priorities and funding levels for pro- 
* grams to be recommended to the advi¬ 
sory council for support by grants; (4) 
determines priorities and allocates funds 
for research to be supported by contract; 
(5) collaborates with intramural pro¬ 
gram in tire Institute and NIH-wlde and 
maintains an awareness of national re¬ 
search efforts in program areas; (6) pre¬ 
pares reports and analyses to assist Insti¬ 
tute staff and advisory groups in carry¬ 
ing out their responsibilities; (7) con¬ 
sults with voluntary health organizations 
and with professional associations in 
identifying research needs and develop¬ 
ing programs to meet them. 

ZMubton of Lung Diseases (8016). (1) 
Plans and directs the Institute's research 
grant, contract, and training programs in 
lung diseases, encompassing basic re¬ 
search. targeted research, clinical trials 
and demonstrations, national pulmonary 
centers, technological development, and 
application of research findings; (2) 
maintains surveillance over develop¬ 
ments in program area and assesses the 
national need for research in the causes, 
prevention, diagnosis, and treatment of 
lung diseases, in technological develop¬ 
ment, in the application of research find¬ 
ings, and for manpower training in these 
areas; (3) maintains the necessary 
scientific management capability to 
foster and guide an effective attack upon 
lung diseases. 

Division of Blood Diseases and Re¬ 
sources (8017). (1) Plans and directs the 
Institute's research grant, contract, and 
training programs in blood diseases and 


resources, encompassing basic research, 
targeted research, and clinical trials and 
demonstrations; (2) maintains surveil¬ 
lance over developments In this program 
area; (3) conducts research and demon¬ 
strations to improve the national sys¬ 
tems of blood procurement, manage¬ 
ment, and distribution; <4) coordinates 
Federal sickle cell disease activities, and 
operates a national clearinghouse for 
information on sickle cell disease; (5) 
maintains the necessary scientific man¬ 
agement capability to foster and guide 
an effective attack upon blood diseases 
and to improve use of blood and blood 
products. 

Division of Extramural Affairs ( 8G19 >. 
(1) Advises the Director on research 
contract, grant, and training program 
policy; (2) represents the Institute on 
overall NIH extramural and collaborative 
program policy committees, coordinates 
such policy within the Institute and co¬ 
ordinates the Institute's research grant 
and training programs with the National 
Heart and Lung Advisory Council; (3) 
provides the Institute's program divi¬ 
sions with grant and contract manage¬ 
ment and processing services; (4) pro¬ 
vides reports and statistics related to the 
Institute's grant and contract programs; 
(5) provides initial scientific merit re¬ 
view of project grants and research con¬ 
tracts for the Institute. 

Division of Intramural Research 
(8G20 ). (1) Plans and directs a program 
of general laboratory and clinical re¬ 
search in heart, blood vessel, lung, and 
kidney diseases; certain blood diseases 
such as sickle cell anemia, hemophilia, 
hepatitis; and development of technology 
related to cardiovascular and pulmonary 
diseases; (2) maintains communication 
with other programs of the Institute to 
facilitate early practical application of 
basic research findings. Areas of major 
interest are: the biology of experimental 
and clinical arteriosclerosis and Us mani¬ 
festations; the pathophysiology of hy¬ 
pertensive vascular disease; functions of 
the lung; clinical and experimental 
studies on physiological and pharmaco¬ 
logical aspects of heart, blood, and lung 
diseases, and a broad program of other 
basic research and technical develop¬ 
ments related to them. 

National Library of Medicine <8Z). ( 1) 
Assists the advancement of medical and 
related sciences through the collection, 
dissemination, and exchange of informa¬ 
tion Important to the progress of medi¬ 
cine and health; (2) serves as a national 
medical information resource for medical 
education, research, and service activi¬ 
ties of Federal and private agencies, 
organizations, institutions, and individ¬ 
uals (3) publishes and distributes guides 
to medical literature and audiovisual ma¬ 
terials in the form of catalogs, Indexes, 
and bibliographies; (4) develops, pro¬ 
duces. and disseminates audiovisual ma¬ 
terials and systems and other aids to 
medical education, research, and prac¬ 
tice; (5) supports the translation and 
publication of biomedical literature; (6) 
provides support for medical library de¬ 
velopment and for training of biomedical 


librarians and other health information 
specialists; (7) conducts and supports re¬ 
search in techniques and methods for 
recording, storing, retrieving, and com¬ 
municating health information; (8> pro¬ 
vides technical consultation services and 
research assistance. 

Office of the Director (8Z01). (1) Di¬ 
rects and coordinates library activities: 
(2) advises the Director, NIH, on policy 
relating to the management and control 
of biomedical communication media; <3) 
studies, identifies, and defines needs in 
biomedical communications; (4) pro¬ 
vides the secretariat for the Board of 
Regents of the National Library of Medi¬ 
cine. 

Office of Administration ( 8Z02 ). <1> 
Plans and directs administrative man¬ 
agement functions of the Library in¬ 
cluding financial management, personnel 
management, contracts management, 
administrative services, program an¬ 
alysis, and legislation; (2) advises the 
Director and the Divisions on develop¬ 
ments In administrative management 
and their implications and effects on pro¬ 
gram management; (3) coordinates ad¬ 
ministrative management activities of 
the Divisions of the Library. 

Office of Computer and Communica¬ 
tions Systcjns (8Z04 >. (1) Performs sys¬ 
tems analysis in collaboration with user 
organizations to determine requirements 
for data processing support, and per¬ 
forms systems analysis and computer 
programming for the implementation of 
data processing systems; (2) guides the 
development of new systems developed 
under contract for the National Library 
of Medicine; <3> coordinates the plan¬ 
ning for the provision of on-line informa¬ 
tion services from the NLM; (4) con¬ 
ducts information system analyses of on¬ 
going programs of the NLM to identify 
areas requiring improvement; (5) as ap¬ 
propriate, coordinates the digital net¬ 
work planning and operations of the Na¬ 
tional Library of Medicine; (6) advkes 
the Director on EDP and digital com¬ 
munications activities; (7) provides data 
processing technical interface with Medi¬ 
cal Literature Analysis and Retrieval 
System (MEDLARS) Centers; (8) main¬ 
tains operating systems; (9) operate* and 
maintains digital computer phototype¬ 
setting and related data processing stor¬ 
age retrieval and transmission equip¬ 
ment; (10) establishes production sched¬ 
ules and performs production control for 
NLM machine based production; (II> 
produces magnetic tape for distribution 
to MEDLARS Search Centers and other 
authorized users in the United States and 
abroad. 

Lister Hill National Center for Bio¬ 
medical Communications (8Z10). (t) De¬ 
signs, develops. Implements, and manages 
a Biomedical Communications Network; 
<2) assists the biomedical community in 
identifying and developing products and 
services for dissemination through the 
network; (3) develops network and in¬ 
formation systems to Improve health 
education, medical research, and the de¬ 
livery of health services; (4) applies 
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technology to the improvement of bio¬ 
medical communications; (5) in coordi¬ 
nation with the Department and PHS, 
represents DHEW in Federal activities 
related to biomedical communications 
activities; (6) in coordination with the 
Department and PHS. serves as Uie focal 
point in the Department for develop¬ 
ment and coordination of biomedical 
communications, systems, and network 
projects. 

Division of Extramural Programs 
<8Zll >. <1> Administers programs to 
augment and strengthen the health 
sciences libraries of the nation and to 
improve biomedical communications 
through grants to. or contracts with, 
non-Federal and private institutions; 

(2) analyzes and evaluates extramural 
programs in relation to program objec¬ 
tives and national needs to achieve bal¬ 
anced and effective support; (3) pro¬ 
vides grants management, grants proc¬ 
essing. and administrative management 
services. 

Division of Library Operations (8Z12). 
(1) Selects, acquires, catalogs, and pre¬ 
serves biomedical publications; (2) in¬ 
dexes and provides access to the mate¬ 
rial through manual and machine pro¬ 
duced bibliographies; <3> furnishes ref¬ 
erence and loan services; (4) prepares 
and publishes indexes, catalogs, and 
other publications for the use of the bio¬ 
medical community; <5> manages the 
library component of the Biomedical 
Communications Network. 

Division of Specialized Information 
Services (8Z13>. (1) Coordinates the de¬ 
velopment and operation of specialized 
Information services throughout the 
NLM; (2> plans, develops, and operates 
a national toxicological Information sys¬ 
tem; (3) develops and administers a 
program to organize and analyze pub¬ 
lished information on the effects of 
drugs and chemicals on man. and pre¬ 
pares special bibliographies and reports 
on that subject. 

Natiojial Medical Audiovisual Center 
<8Z14). Plans and administers a na¬ 
tional program to Improve the quality 
and the use of biomedical audiovisual 
materials in schools of the health pro¬ 
fessions and throughout the biomedical 
community through: (1) The acquisi¬ 
tion and distribution of Aims and other 
audiovisual resource materials; (2) au¬ 
diovisual reference and research serv¬ 
ices; (3) consultation and assistance in 
the development and use of audiovisual 
materials and systems; (4) audiovisual 
research, training, experimental produc¬ 
tion. and other activities in the develop¬ 
ment of media to support medical edu¬ 
cation; (5) encouragement of the pro¬ 
duction. dissemination, and use of audio¬ 
visual materials. 

National Eye Institute (8E) . Conducts, 
fosters, and supports research on the 
causes, natural history, prevention, di¬ 
agnosis, and treatment of disorders of 
the eye and visual system, and In re¬ 
lated fields (including rehabilitation) 
through: (1) Research performed in its 
own laboratories and through contracts; 
a program of research grants and 


Individual and institutional research 
training awards; (3) cooperation and 
collaboration with voluntary organiza¬ 
tions and other institutions engaged in 
research and training in the special 
health problems of the blind; (4) col¬ 
lection and dissemination of informa¬ 
tion on research and findings in these 
areas. 

Intramural Research Program i8EI0>. 
(1) Plans and conducts the Institute's 
laboratory and clinical research pro¬ 
gram, which encompasses five major dis¬ 
ease areas: retinal and choroidal dis¬ 
eases. corneal diseases, cataract, glau¬ 
coma. and sensory and motor disorders 
of vision, to Insure maximum utilization 
of available resources in the attainment 
of Institute objectives: (2) evaluates re¬ 
search efforts and establishes program 
priorities; (3) allocates funds, space, 
and personnel ceilings and integrates 
ongoing and new research activities into 
the program structure; <4> collaborates 
with other Institute and NIH programs 
and maintains an awareness of national 
research efforts in program areas; <5> 
provides advice to Institute Director and 
staff on matters of scientific interest. 

Extramural and Collaborative Pro¬ 
gram ( 8E10* . (I) Plans and directs a 
program of grant and contract support 
for research and research training in 
five major disease areas: retinal and 
choroidal diseases, corneal diseases, 
cataract, glaucoma, and sensory and mo¬ 
tor disorders of vision to insure maxi¬ 
mum utilization of available resources 
In attainment of Institute objectives; (2) 
assesses need for research and research 
training in program areas; <3> deter¬ 
mines program priorities and recom¬ 
mends funding levels for programs to be 
supported by grants; (4) determines 
priorities and allocates funds for re¬ 
search to be supported by contract; *5) 
collaborates with intramural program in 
the Institute and NIH-wide and main¬ 
tains an awareness of national research 
efforts in program area; <6) prepares ic- 
ports and analyses to assist Institute 
staff and advisory groups in carrying out 
their responsibilities; (7) consults with 
voluntary health organizations and with 
professional associations in identifying 
research needs and developing programs 
to meet them. 

National Institute of Allergy and In¬ 
fectious Diseases <&/>. Conducts, fosters, 
and supports research and research 
training programs directed at finding 
the causes of and improved methods for 
diagnosing, treating, and preventing im¬ 
munologic and infectious diseases 
through: (1) Research performed In its 
own laboratories; (2) research grants to 
scientific Institutions and Individuals; 

(3) individual and Institutional research 
training awards; (4) a contract program 
aimed at the adaption and application of 
laboratory findings to the development 
of specific disease control measures and 
solutions to infectious and immunological 
disease problems; (5) collection and dis¬ 
semination of research findings and 
related information. 


Intramural Research Program (8J10 >. 
(1) Plans and conducts the Institute's 
laboratory and clinical research pro¬ 
gram. which encompasses allergic, im¬ 
munologic. and infectious diseases, to 
Insure maximum utilization of available 
resources in the attainment of Institute 
objectives; (2) evaluates research efforts 
and establishes program priorities; (3) 
allocates funds, space, and personnel 
ceilings and integrates ongoing and new 
research activities into the program 
structure; <4> collaborates with other 
Institute and NIH programs and main¬ 
tains an awareness of national researen 
efforts in program areas; (5) advLses 
Director and staff on the intramural re¬ 
search and areas of science of Interest to 
the Institute. 

Extramural Program i8Jl2>. Cl) Plans 
and directs the Institute's grant pro¬ 
gram. which supports research and re¬ 
search training in allergic, immunologic, 
and infectious diseases, to assure maxi¬ 
mum utilization of available resources in 
attainment of Institute objectives; \2> 
assesses need for research and research 
training in program areas; (3) deter¬ 
mines program priorities and recom¬ 
mends funding levels for programs to be 
supported by grants; (4) collaborates 
with Institute and NIH intramural and 
collaborative activities and maintains 
awareness of national research efforts in 
program area; (5) prepares reports and 
analyses to assist Institute staff and ad¬ 
visory groups in carrying out their re¬ 
sponsibilities; (6) consults with volun¬ 
tary health organizations and with 
professional associations in identifying 
research needs and developing programs 
to meet them. 

Collaborative Program (8JI3 ). <1) 
Plans and directs the Institute's research 
contract program in support of research 
on allergic, immunologic, and Infectious 
diseases to assure maximum utilization 
of available resources in the attainment 
of Institute objectives; <2) assesses 
need for research in program areas; (3) 
determines priorities and allocates funds 
for research to be supported by contract; 

(4) collaborates with Institute and NIH 
intramural and extramural activities 
and maintains awareness of national re¬ 
search efforts in program area; (5) pre¬ 
pares reports and analyses to assist In¬ 
stitute staff and advisory groups in carry¬ 
ing out their responsibilities: (6) dis¬ 
seminates Information on the Institute's 
programs and interests through an¬ 
nouncements. workshops, and notices in 
appropriate publications; (7) consults 
with voluntary health organizations and 
with professional associations in identi¬ 
fying research needs and developing pro¬ 
grams to meet them. 

National Institute of Arthritis . Me¬ 
tabolism. and Digestive Diseases < 8L >. 
Conducts, fosters, and supports basic 
and clinical research into the causes, 
prevention, diagnosis, and treatment of 
the various arthritic, metabolic, and di¬ 
gestive diseases, and covers the broad 
areas of arthritis, bone, and skin dis¬ 
eases; diabetes, blood, endocrine, and 
metabolic diseases; digestive diseases 
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and nutrition; and kidney and urologic 
diseases <Joined with the Artificial Kid¬ 
ney; Chronic Uremia Program) through: 
i 1) Research performed in its own 
laboratories and clinics; (2) research 
grants; *3> individual and institutional 
research training awards; <4> applied 
research and development programs 
through the contract mechanism; *5) 
field epidemiologic and clinical investi¬ 
gation studies on selected populations in 
the U.S.; (6) collection and dissemina¬ 
tion of information on Institute pro¬ 
grams. 

Intramural Research Program ( 8LII ). 
(1) Plans and conducts the Institute’s 
laboratory and clinical research pro¬ 
gram. which encompasses the various 
arthritic, rheumatic and collagen dis¬ 
eases. the broad spectrum of metabolic 
diseases such as diabetes, other inborn 
errors of metabolism, digestive diseases, 
orthopedics, dermatology, hematology, 
nutrition, endocrine disorders, urology 
and renal disease, mineral metabolism, 
and subjects related to the above to in¬ 
sure maximum utilisation of available 
resources in attainment of Institute ob¬ 
jectives; <2> conducts basic research in 
biochemistry; nutrition; pathology; his¬ 
tochemistry; chemistry: physical, chem¬ 
ical, and molecular biology; pharma¬ 
cology: and toxicology; <3» evaluates re¬ 
search efforts and establishes program 
priorities; (A) allocates funds, space, and 
personnel ceilings and integrates new re¬ 
search activities into the program struc¬ 
ture; (5) collaborates with other Insti¬ 
tute and NIH programs and maintains 
an awareness of national research efforts 
in program areas; and <6> advises Direc¬ 
tor and staff on intramural research pro¬ 
gram and areas of science of interest to 
Institute. 

Digestive Diseases and Nutrition Pro - 
gram <8L12). U> Plans and directs a 
program of grants, contracts, and in¬ 
dividual and institutional research train¬ 
ing awards for digestive diseases and 
nutrition to Insure maximum utilization 
of available resources to attain program 
objectives; (2 ) determines program pri¬ 
orities and recommends funding levels 
within program area: (3) prepares anal¬ 
yses of national research efforts to 
assist advisory groups in recommending 
new and/or continuing program em¬ 
phases; (4) maintains surveillance over 
developments in designated categorical 
areas and assesses need for research Into 
causes, diagnosis, prevention, and treat¬ 
ment of digestive diseases and nutrition 
and for training related thereto: (5) de¬ 
velops And manages an information sys¬ 
tem. covering research developments and 
identifying areas where additional re¬ 
search and training efforts are required, 
for research scientists and other inter¬ 
ested groups; (6> consults with voluntary 
and professional health organizations in 
identifying and meeting research needs 
in digestive diseases and nutrition. 

Kidney, Urologic, and Blood Diseases 
Program (8L13). <1) Plans and directs a 
program of research grants, contracts, 
and individual and institutional research 
training awards for kidney, urologic. and 


blood diseases to insure maximum utili¬ 
zation of available resources to attain 
program objectives; (2) determines pro¬ 
gram priorities and recommends funding 
levels within program area; <3> prepares 
analyses of national research efforts to 
assist advisory groups In recommending 
new and/or continuing program em¬ 
phases; (4) maintains surveillance over 
developments In designated categorical 
areas and assesses need for research Into 
the causes, diagnosis, prevention, and 
treatment of kidney, urologic. and blood 
diseases and for training related thereto; 
<5) develops and manages an informa¬ 
tion system, covering research develop¬ 
ments and identifying areas where addi¬ 
tional research and training efforts are 
required, for research scientists and other 
interested groups; <6> consults with vol¬ 
untary and professional health organiza¬ 
tions in identifying and meeting research 
needs in kidney, urologic. and blood dis¬ 
eases. 

Arthritis. Bone, and Skin Diseases Pro¬ 
gram <8L141>. (1) Plans and directs a 
program of research grants, contracts, 
and individual and institutional research 
training awards for arthritis, bone, and 
skin diseases to Insure maximum utiliza¬ 
tion of available resources to attain pro¬ 
gram objectives; (2) determines program 
priorities and recommends funding levels 
within program area; (3) prepares 
analyses of national research efforts to 
assist advisory groups In recommending 
new and/or continuing program em¬ 
phases; (4> maintains surveillance over 
developments In designated categorical 
areas and assesses need for research into 
the causes, diagnosis, prevention, and 
treatment of arthritis, bone, and skin 
diseases and for training related thereto: 
(5) develops and manages an informa¬ 
tion system, covering research develop¬ 
ments and identifying areas where addi¬ 
tional research and training efforts are 
required, for research scientists and other 
interested groups; «6> consults with vol¬ 
untary and professional health organiza¬ 
tions in Identifying and meeting research 
needs in arthritis, bone, and skin dis¬ 
eases. 

Diabetes, Endocrine, and Metabolic 
Diseases Program < 8L15 >. (1) Plans and 
directs a program of research grants, 
contracts, and individual and institu¬ 
tional research training awards for dia¬ 
betes, endocrine, and metabolic diseases 
to Insure maximum utilization of avail¬ 
able resources to attain program objec¬ 
tives; <2) determines program priorities 
and recommends funding levels within 
program area; <3> prepares analyses of 
national research efforts to assist ad¬ 
visory groups tn recommending new 
and/or continuing program emphases; 
(4) maintains surveillance over develop¬ 
ments In designated categorical areas 
and assesses need for research into the 
causes, diagnosis, prevention, and treat¬ 
ment of diabetes, endocrine, and meta¬ 
bolic diseases and for training related 
thereto; (5) develops and manages an 
information system, covering research 
developments and identifying areas 
where additional research and training 


efforts are required, for research scien¬ 
tists and other interested groups; (6) 
consults with voluntary and professional 
health organizations In identifying and 
meeting research needs in diabetes, en¬ 
docrine. and metabolic diseases. 

Extramural Activities Program (8L16). 
< 1) Advises the Director on the Institute’s 
extramural program, identifies areas 
where further efforts are needed and 
recommends funding levels for the four 
categorical programs; (2) coordinates 
program planning In the extramural area 
and assesses progress toward objectives 
within the broad field represented by the 
categorical disease programs; (3) keeps 
budget, personnel ceilings, and other 
matters of mutual concern to the extra¬ 
mural program area; (4) provides oper¬ 
ational and technical support activities 
in program analysis, administrative sen - 
ices. and grants management. 

National Institute on Aging <8M). Con¬ 
ducts. faster?;, and supports biomedical, 
social, and behavioral research and train¬ 
ing pertaining to the aging process and 
related health fields through; (1) Re¬ 
search performed In Its own laboratories 
and through contracts; <2> a program of 
research grants and Individual and insti¬ 
tutional research training awards; (3) 
cooperation and collaboration with other 
Departmental agencies, voluntary or¬ 
ganizations. and other Institutions; <4> 
collection and dissemination of the find¬ 
ings of aging research and studies and 
other information about the process of 
aging. 

Gerontology Research Center (8M10). 
(1) Plans and conducts the Institute's 
laboratory and clinical research program, 
which encompasses research designed to 
obtain fundamental knowledge of the na¬ 
ture of the aging process, to insure maxi¬ 
mum utilization of available resources in 
the attainment of Institute objectives; 
<2) evaluates research efforts and estab¬ 
lishes program priorities; <3) allocates 
funds, space, and personnel ceilings and 
integrates new research activities Into 
the program structure; <4> collaborates 
with other Institute and NIH program : 
and maintains an awareness of national 
research efforts in program area*; *5) 
advises Institute Director and staff on 
intramural research programs and mat¬ 
ters of scientific interest; <6) serves as a 
center for national and regional research 
by Federal or non-Federal Investigator* 
working on problems of the aging. 

Extramural and Collaborative Program 
<8M12). (1) Plans and directs a program 
of grant and contract support for re¬ 
search and research training in the bio¬ 
logical. behavioral, and social processes 
as they bear on adult development and 
aging to insure maximum utilization of 
available resources in attainment of In¬ 
stitute objectives; (2) assesses need for 
research and research training in pro¬ 
gram areas; (3) determines program 
priorities and recommends funding levels 
for programs to be supported by grants; 
(4) determines priorities and allocates 
funds for research to be supported by 
contract; (5) collaborates with intramu¬ 
ral program In the Institute and NIH- 
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wide and maintains an awareness of na¬ 
tional research efforts In program area; 
(6> prepares reports and analyses to as¬ 
sist Institute staff and advisory groups 
in carrying out their responsibilities; (7) 
consults with voluntary health organiza¬ 
tions and with professional associations 
in identifying research needs and devel¬ 
oping programs to meet them. 

National Institute of Child Health and 
Human Development <8N). <1> Conducts, 
fosters, and supports biomedical and be¬ 
havioral research through research 
grants, research contracts, and research 
informed in its own laboratories on: 
child health, maternal health, problems 
of human development with special refer¬ 
ence to mental retardation; and on fam¬ 
ily structure, the dynamics of human 
population, and the reproductive process; 
(2) promotes the application of research 
findings to clinical practice; <3> initiates 
and cooperates in government-wide ef¬ 
forts on unique problems that emerge 
affecting the health of children and their 
families; (4> provides consultation to 
Federal agencies and non-Fcderal groups 
in the development of programs to im¬ 
prove the health of children and their 
families; (5) coordinates and integrates 
research efforts with service-oriented 
health agencies and the Office of Child 
Development; <6> disseminates informa¬ 
tion related to research findings to prac¬ 
titioners and the general public for im¬ 
proving the health of children and their 
families. 

Center for Population Research 
(8N11). ti) Serves as the cognizant 
agency tor population research and re¬ 
search training activities throughout the 
Federal government and provides a cen¬ 
tral source of Information, referral, and 
consultation for all agencies with popula¬ 
tion related research in the biomedical, 
social, and behavioral sciences; (2) 
establishes program priorities and allo¬ 
cates program resources for population 
research; (3) plans and directs a col¬ 
laborative 'contract) research program 
in contraceptive development, the med¬ 
ical effects of contraception, the social, 
psychological, and demographic aspects 
of population change, and Infertility; (4) 
plans and directs extramural (grant) 
programs in population related research 
and research training in the biomedical, 
social, and behavioral sciences; (5) 
maintains close liaison with Intramural 
units having population research pro¬ 
grams to stimulate and coordinate im¬ 
proved and expanded activities in popu¬ 
lation research and to recommend to the 
Institute Director new directions and ap¬ 
proaches for these units in order to en¬ 
hance research in this field; <6> co¬ 
ordinates population studies supported 

the foreign currency tP .L. 

480) program. 

f2** r 1°* Research for Mothers and 
Children i8N16). (1) Serves as the cog- 
agenc T research, throughout 
the Federal government, on the specUti 
health problems of mothers and children; 
<2> establishes program priorities and 
allocates program resources In support of 
research and research training activi¬ 


ties in this field; <3> provides a central 
source of information, referral, and con¬ 
sultation for all agencies with programs 
of research related to mothers and chil¬ 
dren in the biomedical, social, and be¬ 
havioral sciences; (4> directs biomedical, 
social, and behavioral sciences extra¬ 
mural (grant) and collaborative (con¬ 
tract » research, and a program of indi¬ 
vidual and institutional research training 
awards in pregnancy and perinatal 
biology. Infancy, disabilities Jn human 
development, and mental retardation; 
'5> maintains liaison with intramural 
units having similar research programs 
to stimulate and coordinate improved 
and expanded activities in research for 
mothers and children, and recommends 
to the Institute Director new directions 
and approaches for these units in order 
to enhance research in this field. 

Intramural Research Program (8N13). 
(1) Plans and conducts the Institute’s 
laboratory and clinical research pro¬ 
grams which encompass the biomedical 
and behavioral aspects of human devel¬ 
opment relating to reproductive biology, 
population, maternal health, and child 
health; (2) insures maximum utilization 
of available resources in the attainment 
of Institute objectives; (3> evaluates re¬ 
search efforts and establishes program 
priorities; <4> allocates funds, space, and 
personnel ceilings and integrates ongoing 
and new' research activities into the pro¬ 
gram structure; (5) provides advice to 
Institute Director and staff on matters of 
scientific interest. 

Epidemiology and Biometry Research 
Program (8N14K (1) Plans and directs an 
epidemiology and biometry research pro¬ 
gram on human development relating to 
reproduction, population, maternal 
health, and child health; <2> assesses the 
need for such research; (3) establishes 
program priorities; selects epidemiologic 
and biometric studies to be done in-house 
and those to be conducted by contracts; 
(4) insures the maximum utilization of 
available resources in the attainment of 
Institute objectives; (5) collaborates 
with the Institute's Intramural and 
extramural program staff in the man¬ 
agement of statistical and epidemiologi¬ 
cal phases of research projects. 

National Institute of Dental Research 
18P). Conducts, fosters, and supports re¬ 
search and research training in the 
causes, diagnosis, prevention, and cure 
of oral diseases and disorders through; 
(1) Laboratory, clinical, and field re¬ 
search; (2) grants for research projects 
and dental research institutes and indi¬ 
vidual and institutional research training 
awards; (3) collaborative and develop¬ 
mental research programs aimed at 
specific dental problems where major 
advance seems clearly possible; (4) col¬ 
lection and dissemination of research 
flndh jk and related Information. 

Extramural Program (8PJI). (1) Plans 
and directs the Institute’s programs 
which support research and research 
training through grants and contracts in 
periodontal and soft tissues diseases, 
craniofacial anomalies, pain control and 


behavioral studies to Insure maximum 
utilization of available resources in at¬ 
tainment of Institute objectives; (2) as¬ 
sesses need for research and research 
training in program areas; (3) deter¬ 
mines program priorities and recom¬ 
mends funding levels: (4) collaborates 
with Institute and NIH intramural and 
collaborative activities and maintains 
awareness of national research efforts In 
program areas; <5> prepares reports and 
analyses to assist Institute staff and ad¬ 
visory groups in carrying out their re¬ 
sponsibilities: <6) establishes and main¬ 
tains effective relationships with dental 
schools, professional dental organiza¬ 
tions, and other institutions concerned 
with extramural programs; (7) consults 
with voluntary health organizations and 
professional associations in identifying 
research needs and developing programs 
to meet them. 

Intramural Research Program <8P12). 
(U Plans and conducts the Institute’s 
lOTbratory and clinical research program, 
which encompasses research efforts in 
caries, periodontal and soft tissues dis¬ 
eases. developmental biology, pain con¬ 
trol and behavioral studies to Insure 
maximum utilization of available re¬ 
sources in the attainment of Institute 
objectives; (2) evaluates research efforts 
and establishes program priorities; (3) 
allocates funds, space, and personnel 
ceilings and Integrates new research ac¬ 
tivities into the program structure; <4> 
collaborates with other Institute and 
NIH programs and maintains an aware¬ 
ness of national research efforts in pro¬ 
gram areas; (5> provides advice on in¬ 
tramural research and science in general 
to the Institute Director. 

National Caries Program (8PJ3 ). (1) 
Plans and directs the Institute’s applied 
research and development activities di¬ 
rected toward the prevention of dental 
caries; assures maximum utilization of 
available resources to attain Institute 
objectives in this area; (2) determines 
program priorities and allocates funds 
for epidemiological and biometrical re¬ 
search. field trials, demonstrations, and 
related laboratory and clinical research; 
recommends funding levels for programs 
to be supported by grants: (3) collabo¬ 
rates with intramural, extramural and 
collaborative staffs to Insure consistency 
of research efforts with Institute policies 
and goals; (4) maintains an awareness of 
national programs in area of prevention 
of dctttal carles and works toward appli¬ 
cation of research findings in dental pub¬ 
lic health and practice and in dental 
school curricula; (5) prepares analyses 
and reports to assist Institute staff and 
advisory groups In carrying out their re¬ 
sponsibilities: (6) consults with volun¬ 
tary health organizations and profes¬ 
sional associations in identifying re¬ 
search needs and developing programs 
to meet them. 

National Institute of Environmental 
Health Sciences <8Q). Conducts, fosters, 
and coordinates (in Us own laboratories 
and through contracts, grants, and sup¬ 
port of Environmental Health Sciences 
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Centers) research and research training 
on the biological ejects of chemical, 
physical, and biological substances in the 
environment to: (1 > develop understand¬ 
ing of the mechanism of action of such 
substances; (2) provide the scientific 
basis for evaluating their extent and 
reverity on a national scale; (3) define 
rnd develop methods for diagnosis and 
treatment of environmentally induced 
illnesses; <4> collect and disseminate In¬ 
formation in furtherance of program. 

Extramural Program (3Q/2). <1) 

Plans, directs, and evaluates the Insti¬ 
tute's grant program which supports re¬ 
search and research training in environ¬ 
mental health: <2) develops program 
priorities and recommends funding levels 
to assure maximum utilization of avail¬ 
able resources In attainment oX Institute 
objectives: (3) through cooperative rela¬ 
tionships within the NIH and with public 
and private institutions and organiza¬ 
tions. maintains an awareness of nation^ 
research efforts and assesses the need fefir 
research and research training in en¬ 
vironmental health; (4) prepares reports 
for. and provides advice to the Institute 
Director, staff, and advisory groups to 
assist them in carrying out their respon¬ 
sibilities: (5) represents the Institute 
Director in the development and imple¬ 
mentation of grant policy. 

National Institute of General Medical 
Sciences (3/2). Administers, fosters, and 
supports research in the basic medical 
and biological sciences and the clinical 
and related natural or behavioral sci¬ 
ences which have significance for two or 
more other institutes, are outside the 
general area of responsibility of any other 
institute, and will benefit by administra¬ 
tion from a single point. Programs arc 
carried out through: (1) Grants to sci¬ 
entific institutions and to individuals for 
biomedical research including broad 
multidisciplinary research programs and 
studies: (2) individual and institutional 
research training awards; (3) applied re¬ 
search and development utilizing the 
contract mechanism. 

National Institute of Neurological and 
Communicative Disorders and Stroke 
<8S >. Conducts, fosters, and supports 
research and research training on the 
causes, prevention, diagnosis, and treat¬ 
ment of neurological, sensory, communi¬ 
cative, and muscle disorders through: <1) 
Intramural, collaborative, and field re¬ 
search in its own laboratories, branches, 
and clinics and through contracts; (2) 
research grants to scientific institutions 
and to individuals: (3) individual and in¬ 
stitutional research training awards to 
Increase trained professional research 
manpower in neurological and communi¬ 
cative fields; and (4) cooperation with 
various agencies in collecting and dis¬ 
seminating educational and information¬ 
al material related to neurological and 
communicative disorders. 

Intramural Research Program HSU). 
(1) Plans and conducts the Institute's 
laboratory and clinical research pro¬ 
gram. which encompasses neurological 
and communicative disorders and stroke, 
to Insure maximum utilization of avail¬ 


able resources in the attainment of In¬ 
stitute objectives; (2) evaluates research 
efforts and establishes program priori¬ 
ties; <3> allocates funds, space, and per¬ 
sonnel ceilings and integrates new 
research activities into the program 
structure; (4) collaborates with other 
Institute and NIH programs and main¬ 
tains an awareness of national research 
efforts in program areas; (5) provides 
advice to Institute Director and staff on 
intramural program and areas of science 
of interest to the Institute. 

Fundamental Neurosciences Program 
<8S13 ). (1) Plans and directs a program 
of research grants, contracts, and in¬ 
dividual and institutional research train¬ 
ing awards, for fundamental neuro- 
sciences to insure maximum utilization 
of available resources to attain program 
objectives; (2) determines program pri¬ 
orities and recommends funding levels 
within program area; (3) prepares an¬ 
alyses of national research efforts and 
assists advisory groups in recommending 
new and/or continuing program empha¬ 
ses; (4> maintains surveillance over de¬ 
velopments in designated areas and as¬ 
sesses need for research into the per¬ 
tinent areas and for training related 
hereto; *5) develops and manages infor¬ 
mation systems, covering research devel¬ 
opments and identifying areas where ad¬ 
ditional research efforts are required, 
for research scientists and other Inter¬ 
ested groups: (6) consults with outside 
scientific and professional organizations 
in Identifying and meeting research re¬ 
quirements in fundamental neuroscl- 
ences. 

Communicative Disorders Program 
< 8S14 ). (1) Plans and directs a program 
of grant and contract support for re¬ 
search and research training on com¬ 
municative disorders to insure maximum 
utilization of available resources in at¬ 
tainment of lastltute objectives: (2> as¬ 
sesses need for research and research 
training in program areas; (3) deter¬ 
mines program priorities and recom¬ 
mends funding levels for programs to be 
supported by grants; (4) determines pri¬ 
orities and funding levels for research to 
be supported by contracts; (5) collabo¬ 
rates with intramural program in the 
Institute and NIH-wldc and maintains 
an awareness of national research efforts 
in program area; (6) prepares reports 
and analyses to assist Institute staff and 
advisory groups in carrying out their re¬ 
sponsibilities: (7) consults with volun¬ 
tary health organizations and with pro¬ 
fessional associations in identifying re¬ 
search needs and developing programs to 
meet them. 

Neurological Disorders Program 
<8SI$). (1) Plans and directs a program 
of grant and contract support for re¬ 
search and research training on neu¬ 
rological disorders to insure maximum 
utilization of available resources In at¬ 
tainment of Institute objectives: (2) 
assesses need for research and research 
training in program areas; (3) deter¬ 
mines program priorities and recom¬ 
mends funding levels for programs to be 
supported by grants; (4) determines pri¬ 


orities and funding levels for research 
to be supported by contracts; (5) col¬ 
laborates with intramural program in 
the Institute and NIH-wide and main¬ 
tains an awareness of national research 
efforts in program area; (6) prepares re¬ 
ports and analyses to assist Institute 
staff and advisory groups in carrying 
out their responsibilities; (7) consults 
with voluntary health organizations and 
with professional associations in identi¬ 
fying research needs and developing pro¬ 
grams to meet them. 

Stroke and Trauma Program (8SI6). 
<1) Plans and directs a program of gram 
and contract support for research and re¬ 
search training on stroke and trauma to 
insure maximum utilization of available 
resources in attainment of Institute ob¬ 
jectives; (2) assesses need for research 
and research training In program areas: 
(3) determines program priorities and 
recommends funding levels for programs 
to be supported by grants; (4> determines 
priorities and funding levels for research 
to be supported by contracts; (5) col¬ 
laborates with intramural program in 
the Institute and NIH-wide and main¬ 
tains an awareness of national research 
efforts in program area; (6) prepares re¬ 
ports and analyses to assist Institute staff 
and advisory groups in carrying out their 
responsibilities: <7> consults with volun¬ 
tary health organizations and with pro¬ 
fessional associations in Identifying re¬ 
search needs and developing programs to 
meet them. 

Extramural Activities Program (8S17 ). 
(1) Advises the Director on the Insti¬ 
tute's extramural programs; (2) repre¬ 
sents the Institute Director as required in 
extramural relationships; (3) coordi¬ 
nates program planning in the extra¬ 
mural area; (4) coordinates recommen¬ 
dations for funding levels for the 
categorical programs; (5) provides tech¬ 
nical support, activities. Including tech¬ 
nical merit review of grant and contract 
applications and proposals, and grants 
and contract management services: (0) 
has operational responsibility for the ex¬ 
tramural data system. 

Clinical Center (3D. (!) Provides pa¬ 
tient facilities and services, other than 
physician care, tor clinical Investigations 
in the Clinical Center; (2) conducts re¬ 
search in clinical care, hospital adminis¬ 
tration, and related areas; (3) supervises 
residency and other training programs. 

John E. Fogarty International Center 
for Advanced Study in the Health Sci¬ 
ences <8U >. <1) Provides the facility for 
the assembly of scientists and leaders in 
the biomedical, behavioral, and related 
fields for discussion, study, and research 
in the health sciences at an International 
level; <2) conceives, designs, develop??, 
and conducts studies on current and 
emerging health problems; <3) awards 
scholarships to outstanding Individual 
for the purpose of encouraging creative, 
simulative thought and contributions to 
advanced study; (4) awards fellowships 
for training in the United States and 
abroad; promotes international exchange 
of individuals for teaching, research, and 
study in the health related sciences: and 
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provides programming services for 
health professional training for inter¬ 
national organizations; (5) collects, 
translates, publishes, and disseminates 
Information concerning health related 
activities outside the United States: (6) 
furthers international cooperation and 
collaboration in the life sciences through 
Us research programs, conferences, semi¬ 
nars, and publications; (7) provides re¬ 
search grants to individuals and sci¬ 
entific institutions; (8> coordinates NIH 
activities and functions concerned gen¬ 
erally with the health sciences at an In¬ 
ternational level; <9) administers the 
NIH Special Foreign Currency Pro¬ 
gram; (10) provides central point for 
receiving, assisting, and/or programming 
foreign visitors to the National Institutes 
of Health and provides administrative 
support to the NIH visiting program. 

Division of Research Grants <8D). (1) 
Provides staff support to the Office of 
the Director, NIH. in the formulation of 
grant and award policies and procedures: 
(2) provides central receipt of all PHS 
applications for research and research 
training support and makes Initial refer¬ 
ral to PHS components; (3) assigns NIH 
applications to supporting bureaus, in¬ 
stitutes, and divisions and to DRG initial 
review groups; (4) provides for scientific 
review of NIH research grants. National 
Research Service Awards, and research 
career development applications; (5) col¬ 
lects, stores, retrieves, analyzes, and 
evaluates management and program 
data needed In the administration of ex¬ 
tramural programs; i6» reviews and 
analyzes the character and direction of 
research and training supported through 
NIH grants and the resources involved 
in providing such support; (7) admin¬ 
isters the Grants Associates Program. 

Dirision of Research Services (8H ). 
(1) Plans and conducts a centralized 
program of scientific, engineering, and 
technical services in support of NIH ac¬ 
tivities; (2) collaborates with research 
scientists in providing support during the 
research planning stage. In carrying out 
the research project, and in the presen¬ 
tation of findings: (3) furnishes services 
and specialized assistance in the follow¬ 
ing areas: (a) biomedical engineering 
and instrumentation design and develop¬ 
ment; <b> research animal production, 
care, procurement, and animal disease 
Identification and control; (c) central¬ 
ized glassware, tissue culture, and media 
preparation and issuance; (d) biomed¬ 
ical library and translation services; (e) 
environmental health and safety; <f> 
medical arts and photography. 

Division of Computer Research and 
Technology (8W). Plans and conducts 
an integrated computer research and 
sendee program in support of the NIH 
“W®: In fulfilling this responsibility, 
vne Division: (!) Provides professional 
Programming and computational and 
automatic data processing capability to 
meet NIH program needs; (2) conducts 
theoretical and applied research in 


mathematical statistics, mathematics, 
and other (physical and life) sciences; 
(3) provides resources for research, de¬ 
velopment. and consultation for the de¬ 
sign and implementation of project- 
supporting computer systems; (4) 
provide-s scientific and administrative 
direction in the formulation of NIH-wide 
policies, standards, methods, and proce¬ 
dures on computation and automatic 
data processing activities; (5) partici¬ 
pates in the analysis of requirements, de¬ 
sign, and development of automatic 
data processing systems to make effective 
use of advanced techniques and equip¬ 
ment. 

Division of Research Resources (8X>. 
(I) Serves as the focal point within the 
National Institutes of Health for the de¬ 
velopment and support of multicate- 
gorical research resources needed on an 
institutional, regional, or national basis 
for health related research; (2) collab¬ 
orates with the categorical Institutes 
in the identification of research resources 
needs, required by ongoing activities, and 
planned new* directions relating to the 
overall NIH mission; (3) through re¬ 
search grants, individual and institu¬ 
tional research training awards, and 
research and development contracts to 
institutions involved In biomedical re¬ 
search. assures the availability of ade¬ 
quate tools, the necessary environment, 
and stability of funding for muiticate- 
gorlcal research resources which provide 
support for the NIH’s research mission. 
These awards provide: (a) support for 
specialized resources for multidiscipli¬ 
nary research programs of institutions 
conducting health related research; (b) 
general support for research and re¬ 
search training programs at universities 
and other institutions. 

8sc. 8.C Order of succession. During 
the absence or disability of the Director, 
or in the event of a vacancy in that 
office, the first official listed below who 
is available shall act as Director, except 
during a planned absence for which dif¬ 
ferent order has been specified: 

(1) (a) Deputy Director 

(b) Deputy Director for Science 

(2) For a planned period of absence 
the Director may specify a different 
order of succession. 

Sec. 8.D Delegations of authorities. 
The Director shall continue Co exercise 
all the authorities given him under the 
Redeiegation of Authority by the As¬ 
sistant Secretary for Health, dated 
June 18. 1973 <38 FR 18261), as may be 
amended, and Reorganization Order, 
dated September 25. 1973 <39 FR 27316), 
as may be amended, and those admin¬ 
istrative authorities which NIH receives 
from the Assistant Secretary for Health 
and the Executive Officer. PHS. 

Dated; May 19. 1975. 

John Ottiwa. 

Assistant Secretary for Admin - 
istration and Management . 

(FR Doc.75-13719 Piled 5-23-75;8:45 am] 


DEPARTMENT OF 
TRANSPORTATION 

Federal Highway Administration 

BRIDGE TOLLS ON BRIDGES OPERATED 
BY DELAWARE RIVER PORT AUTHORITY 

Opinion and Order of the Federal Highway 
Administrator 

May 19, 1975. 

Findings. The Federal Highway Ad¬ 
ministrator. after consideration of the 
evidence in the record of this matter, 
and for the reasons hereafter stated finds 
that the existing toll schedule for cross¬ 
ing the Walt Whitman. Benjamin Frank¬ 
lin, Commodore Barry and Betsy Ross 
Bridges, when opened to traffic, operated 
by the Delaware River Port Authority, is 
not reasonable and just, and that the 
toll schedule set forth in Appendix A Is 
just and reasonable. The rates of toll 
set forth in Appendix A to this Order 
shall become cffecive 12:01 a.m„ Au¬ 
gust 1. 1975, and shall become the legal 
rates demanded and received for transit 
over all bridges operated by the Dela¬ 
ware River Port Authority, unless and 
until the Administrator orders other¬ 
wise. 

Authority. The Delaware River Port 
Authority, pursuant to the interstate 
compact between Pennsylvania and New 
Jersey which Congress approved in Pub. 
L. 573, 82d Congress (66 Stat. 738),' has 
constructed and operates four bridges 
spanning the Delaware River between 
Philadelphia and New Jersey. These 
bridges are the Walt Whitman, Ben¬ 
jamin Franklin. Commodore Barry and 
Betsy Ross Bridges. (The latter has not 
yet been opened to traffic.) Section 3 of 
Pub. L. 573 provides that, while the Au¬ 
thority may charge tolls for crossing its 
bridges, the rates it charges are subject 
to the provisions of section 503 of the 
General Bridge Act of 1946. 

Section 503 (33 U.S.C. 526> provides 
that if tolls are charged for transit over 
any interstate bridge, the tolls "shall be 
reasonable and Just, and the Secretary 
of the Army may. at any, and from time 
to time, prescribe the reasonable rates of 
toll for such transit over such bridge, 
and the rates so prescribed shall be the 
legal rates and shall be the rates de¬ 
manded and received for such transit/* 
The pow f er to prescribe reasonable rates 
for tolls on interstate bridges was trans¬ 
ferred from the Secretary of the Army to 
the Secretary of Transportation by sec¬ 
tion 6(g) (4) (b) of the Department of 
Transportation Act, 80 Stat. 931, 941; 49 
U.S.C. 1655(g) (4) (B). and the Secretary 
has delegated this power to the Federal 
Highway Administrator in 8 1.48(1) (2) of 
the Department of Transportation Regu¬ 
lations (49 CFR 1.48(1X2)). DRPA also 


‘A subsequent statute. Pub. L. 88**320 ( 78 
Stat. 216 (1964)), approved amendments to 
the compact but did not make any relevant 
change in the terms and conditions of the 
basic Federal consent. 
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operates the Llndenwold high-speed rail 
commuter line (PATCO), and main¬ 
tains a World Trade Division to promote 
the Port of Philadelphia. 

Background . Since 1968, there have 
been three different schedules of tolls for 
transit of vehicles using the bridges op¬ 
erated by the DRPA. The reasonableness 
of these tolls have been the subject of 
three public hearings, three recom¬ 
mended decisions of Administrative Law 
Judges, and four opinions of the Federal 
Highway Administrator. A chronology of 
these hearings, decisions and opinions is 
attached as Appendix B. 

This current proceeding is the result 
of an increase in toll charges, effective 
April 1, 1972, Instituted by DRPA for 
the stated purpose of attaining addi¬ 
tional revenue to complete the financing 
of a capital construction program and 
to operate and maintain those facilities. 
Immediately after the Port Authority 
announced that tolls would be increased, 
the Administrator received a large num¬ 
ber of protests from members of the pub¬ 
lic and their representatives in Congress. 
Acting pursuant to the Federal Highway 
Administration’s bridge toll procedural 
rules (49 CFR 310.14). the Administra¬ 
tor directed a formal hearing be held in 
Philadelphia for the purpose of permit¬ 
ting interested parties to submit evidence 
on the reasonableness and Justness of the 
Port Authority's toll schedule. Sub¬ 
sequent to the hearing, the Administra¬ 
tive Law Judge, by decision of December 
29, 1972, found that the rates of toll in¬ 
stituted by the Port Authority on April 
1, 1972. were not reasonable and just, and 
recommended that the Federal Highway 
Administrator prescribe the pre-April 
1972 toll schedule as the legal rates to be 
charged for transit of vehicles over the 
Walt Whitman and Benjamin Franklin 
Bridges (the only two bridges open to 
traffic at the time). 

The Administrator, upon consideration 
of the initial decision, and the exceptions 
and replies, issued a tentative opinion on 
June 1,1973, as supplemented on June 22. 
1973, and held oral argument In Phila¬ 
delphia on June 29. 1973. at which the 
principal parties and several individuals 
presented their views to the Administra¬ 
tor. Subsequently, after consideration of 
the evidence, arguments, and briefs, the 
Administrator in an opinion dated No¬ 
vember 5,1973. found that the toll sched¬ 
ule adopted hy the Delaware River Port 
Authority was not reasonable and just 
and instituted a new schedule to become 
effective January 1. 1974 (Appendix C). 
On December 3. 1973, the Administrator 
denied DRPA’s petition for reconsidera¬ 
tion and a stay of the November 5. 1973, 
Order. The DRPA filed a complaint in 
the Federal Court for a permanent in¬ 
junction and a stay of the November 5. 
1973. Order pending litigation.’ On De¬ 
cember 11. 1973, representatives of the 
Authority met in Washington. D.C., with 


•This case. Delaware River Port Authority 
v. Tlemann. et al. (US.D.C. Ed Pa.) No. 73- 
2749, was dismissed by order of the Court, 
dated September 20, 1974. 


the Federal Highway Administrator to 
discuss the Impact of the impending 
energy crisis upon the operations of the 
Authority and to consider the adoption 
of a new’ schedule of tolls for use on its 
bridges in the light of the gasoline short¬ 
age and fuel crisis. 

As a result thereof, the Administrator 
Issued a new opinion on December 21, 

1973, permitting the DRPA to put its new 
proposed toll schedule (Appendix D) into 
effect, "at least on an interim basis," 
leaving open the question whether the 
revenues produced would be excessive. 
The Administrator, recognizing that 
there were parties other than the Port 
Authority who had cognizable Interests 
in the proceeding, reopened the admin¬ 
istrative proceeding so that evidence 
bearing on the justness and reasonable¬ 
ness of the new toll schedule could be 
adduced. 

It is this toll schedule (Appendix D) 
which is currently In effect and the one 
before the Administrator as to the rea¬ 
sonableness and Justness thereof. 

On April 23. 24. and 25, 1974, hearings 
were held in Philadelphia before the 
Honorable Edward V. Alficri, Adminis¬ 
trative Law Judge. The DRPA presented 
witnesses and documents in support of 
the reasonableness of the toll schedule. 
The Automobile Club of Southern New 
Jersey. Pennsylvania Motor Truck Asso¬ 
ciation, U.8. Environmental Protection 
Agency, the City of Philadelphia. Key¬ 
stone Automobile Club, the Motorists for 
Lower Tolls (a group of southern New 
Jersey motorists), and the Transport of 
New Jersey appeared in opposition to 
the toll schedule. The FHWA's Office of 
the Chief Counsel appeared as public 
counsel representing the public interest. 

The Administrative Law Judge, in his 
recommended decision on October 16. 

1974, found that the toll schedule pre¬ 
scribed in the Administrator's Order of 
December 21. 1973, which was effective 
January 1, 1974. was unjust and un¬ 
reasonable (Appendix D), and that the 
toll schedule (Appendix C) prescribed 
in the Opinion of November 5. 1973. be 
the lawful toils to be charged for the 
transit of vehicles over the bridges. 

It is this recommended decision that 
is now before the Administrator. How¬ 
ever. In considering this decision and 
the voluminous hearing record produced, 
it w’as found that all evidence concern¬ 
ing the financial structure of the Au¬ 
thority was based upon its General Bond 
Resolution of 1969, wherein it estab¬ 
lished a 1969 Refunding and Construc¬ 
tion Program designed to refund In 1969 
the Authority's then outstanding debt 
and to construct the following: The 
Commodore Barry* Bridge, the Betsy Ross 
Bridge, the Rapid Transit System, a new 
centralized maintenance building, and 
new approaches to the Benjamin Frank¬ 
lin and the Walt Whitman Bridges. Vari¬ 
ous series of bonds have been issued un¬ 
der the 1969 Resolution in May 1969. 
July 1970, May 1972, and October 1972, 
creating precise revenue requirements 
for the service of the outstanding bonds 
as to principal and interest. Thus, the 


hearings and opinions of 1972 through 
1974 focused upon this plan of financing 

Subsequent to the hearings before 
Judge Alfleri In April 1974. the Author¬ 
ity on June 19. 1974, undertook another 
refunding program and authorized the 
issuance of $27,270,000 series 1974 Spe¬ 
cial Revenue Refunding Bonds, matur¬ 
ing January 15. 1990, and $20,545,000 se¬ 
ries 1974 Special Obligation Refunding 
Bonds, maturing January 15, and July 15. 
1975-1985. The net proceeds to the Au¬ 
thority of the sale of these bonds, plus 
other available funds, together with in¬ 
vestment Income thereon will be suffi¬ 
cient to pay (i) $40,000,000 principal 
amount of outstanding Serial Bonds at 
maturity. <ii) interest on the 8erial 
Bonds from July 15. 1974, to January 15, 
1985, in the amount of $15,022,038. and 
(ill) principal of and interest on the 
1974 Special Obligation Bonds. The 
stated purpose of the refunding program 
was to restructure the Authority's debt 
with the objective of reducing the Au¬ 
thority's Bond Service requirements with 
respect to its Revenue Bonds during the 
years 1974 through 1984, 

The 1974 Refunding Program w*as not a 
part of the Record at the April 1974 
hearings before Judge Alfieri, although 
three refunding plans were discussed 
during the hearings. With respect to 
Plan n (74 Exhibits 126. 127), which Mr. 
R. Jones, bond advisor for the Author¬ 
ity testified was adopted at the regular 
monthly meeting of the Port Authority 
in April 1974 (74 TR., Vol. n. p. 107>. 
Judge Alfleri stated in his October 16, 
1974, Opinion at page 10. that the Justi¬ 
fication for the plan was M • ♦ • to pre¬ 
vent a valley of coverage," i.e., below 
the mandatory 1 20 figure beginning in 
1978 (Jones, Vol. HI, p. 68. Exhibit 127>. 
Continuing, the Judge said: 

However sound and desirable this plan may 
be In Its concept, It lacks the requisite de¬ 
gree of accuracy and basis In fact to Justtfy 
Its implementation. It Is based on assump¬ 
tions. verbally reported (Vol. HI, p. 102). was 
compiled without the benefit of ftnan<'iaJ 
data, failed to take Into consideration th® 
upward trend of traffic, incorporated mislead¬ 
ing information (Vol. in. p. 103) and errone¬ 
ously included the sum of $2,000,000 (Vol in, 
p. 142). Lastly, It employed revenues pro¬ 
jected In the bond prospectus in 1972. Ex¬ 
hibit 7. ignoring the fact that the revenue* 
were running at a higher rate (Jones. Vol 
II, p. 84) than projected. The record speak* 
for Itself as to the reliability of this evidence. 

The Administrator agrees with the 
Judge in rejecting the refunding plan for 
the reasons stated and for the more 
pertinent reason that it was at the time 
of presentation only a plan, a plan which 
had not been executed. In reviewing the 
recommended decision and the evidence, 
the Administrator w^as particularly con¬ 
cerned as to whether this refunding plan 
or any refunding plan had been executed. 
The point is pertinent in that any re¬ 
funding plan adopted and put into effect 
which would alter the bond service re¬ 
quirements of the Authority would sub¬ 
stantially be affected by the rate of tolls 
to be charged for crossing the bridges. 
Thus, upon inquiry, it was learned by the 
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Administrator that a refunding program 
was. In fact, undertaken In June 1974, 
ns hereinbefore described, and the Ad¬ 
ministrator concluded that the precise 
nature of the refunding program should 
be reviewed before making a final de¬ 
termination of the reasonableness and 
justness of a toll schedule. 

By Order of February 10. 1975. the 
Administrator took note of the fact of the 
issuance by the Authority of the $47 mil¬ 
lion in refunding bonds and directed, for 
consideration of reopening of the record, 
that the Authority submit to the Ad¬ 
ministrator (1) the 1974 official state¬ 
ment of the Delaware River Port Author¬ 
ity authorizing the issuance of refunding 
bonds in 1974. <2) the financial state¬ 
ment of the Authority for calendar year 

1974. (3) traffic counts for 1974. and the 
Authority's 1975 proposed budget. Upon 
receipt of the documents, they were sub¬ 
mitted to other parties of record for com¬ 
ments. which were received and con¬ 
sidered. By Order of March 26. 1975, the 
Administrator reopened the record in 
this proceeding for the Inclusion of the 
following documents in evidence: 

(1) Exhibit 136—Official matement of the 
Delaware Hirer Port Authority relating to the 
147,616.000 bond Usue. dated June 15, 1074. 

(2) Exhibit 137—Financial statement of 
DRPA for calendar year 1074. 

(3) Exhibit 138—Traffic counts by toil 
classes of vehicles—revenue classes of vehic¬ 
ular traffic. 

(4) Exhibit 130—DRPA 1075 Capital and 
Operating Budget Report. 

These exhibits play a major port in the 
decision rendered In this opinion. 

Discussion. The record in this proceed¬ 
ing consists of the transcribed testimony 
and exhibits thereto of the April 23. 24, 
and 25, 1074, hearing In Philadelphia, 
and by stipulation at that hearing (1974 
Voi. I. pp. 12 and 13), all prior proceed¬ 
ings, testimony, and exhibits are incor¬ 
porated by reference (meaning the 1972 
hearing record), the transcript of oral 
argument before the Administrator on 
June 30. 1973, and subsequent exhibits 
136, 137, 138 and 139 included by the 
Administrator in his Order of March 26. 

1975. Included in the record also are 
ail decisions, recommended decisions, 
tentative positions, orders and supple¬ 
mental orders of the Federal Highway 
Administrator which have previously 
been Issued in the matter. In all. the 
record consists of an Impressive quan¬ 
tity of documents, testimony, and ma¬ 
terials to be considered. 

At the outset, the Administrator would 
like to restate some of the principles 
enunciated tn his previous opinions 
which continue to be applicable in this 
decision. 

In considering the proper meaning of 
reasonable and Just as applied to a 
toll schedule, all parties to this pro- 
«*<hng agree that DRPA's revenues 
should be sufficient to achieve a return 
sufficient to support its total activities, 
Including the operation of the bridges, 
the PATOO rapid transit system, and 
the World Trade Division, and provide 
sufficient coverage for financings. 
rtm * a reasonable and Just toll 


schedule would be one sufficient to sup¬ 
port these activities and requirements. 
The DRPA has covenanted, through 
bond Indentures agreements, with its 
bondholders to collect tolls, fares and 
other charges for transit over the bridges 
it operates and on PATCO sufficient to 
provide revenues to pay all the expenses 
of operating, repairing, and maintaining 
its facilities and to provide net revenues 
available in each year equal to at least 
120 percent (also expressed as 1.2 cov¬ 
erage) of the aggregate bond service for 
that year. (Ex. 136, p. 31.) This does not 
apply to the Special Revenue Bonds is¬ 
sued in 1974. which requires a coverage 
of only 10 (p. 39, Ex. 136). DRPA may 
reduce tolls or fares if in the preceding 
calendar year a coverage of at least 1.6 
has been achieved, or if in each of the 
two preceding years a coverage of at 
least 1.4 lias been achieved. DRPA has 
obligated itself to raise tolls and fares 
to ensure at least a 1.2 coverage if cov¬ 
erage for any year is less than that 
amount, or if it appears that coverage for 
the ensuing years will not meet that 
figure. (See 1972 Ex. 7 and 1974 Ex. 136.) 

Tho Administrator's findings in the 
tentative opinion of June 1. 1973, with 
regard to burden of proof is hereby re¬ 
affirmed. The burden of proof In a case 
such as this in which an existing toll 
structure Is the subject of complaint, 
clearly lies with the complainants. How¬ 
ever. regardless of where the burden of 
proof lies. It has been usually required 
in cases decided by the Interstate Com¬ 
merce Commission that the party which 
proposed or maintained the rates in 
issue go forward initially with the proof. 
In the case now under consideration. 
DRPA went forward initially with the 
proof, and complainants met their bur¬ 
den by way of cross-examination on 
this proof. 

The Administrator has carefully con¬ 
sidered the record In this matter, in¬ 
cluding the briefs and arguments filed 
by the parties. The Administrator re¬ 
spectfully rejects the Law Judge's Octo¬ 
ber 16. 1974, decision which recom¬ 
mended a relnstltution of the pre-April 
1972 tolls, not because it Is basically in¬ 
correct, but principally because the 
Judge did not have before him an up-to- 
date record of the financial structure of 
the Port Authority, i.e.. the June 1974 
Refunding Program of the DRPA. In ad¬ 
dition. the Administrator's opinions of 
November 5.1973. and December 21.1973, 
Insofar they relate to tho setting of a toll 
schedule, is hereby rescinded. 

While this proceeding has been exceed¬ 
ingly long timewise, and this opinion has 
appeared to liave suffered undue delay 
In Issuing, the passage of time has en¬ 
abled the Administrator to benefit from 
a review of the operations of the Au¬ 
thority under the current toll schedule, 
in light of the requirements of the 1974 
Refunding Program. 

The April 1, 1972. toll increase was 
adopted by DRPA to prevent its bond 
coverage from dropping below the 1.2 
base. DRPA In forecasting its revenue 
needs, projected estimates on a 15-year 
basis in Its 1969 Refunding Program and 


DRPA was permitted to maintain sub¬ 
stantial toll increases in 1968.* Again, in 
the 1974 Refunding Program, the revenue 
needs were projected on a 12-year basis. 
Recognizing that the Authority, in order 
to market its bonds, must have such 
long-term projections, complete reliance 
upon such projections for toll setting 
purposes is not necessary, nor is It wise 
in face of changing conditions such as 
failure to open new bridges, failure to 
issue authorized bonds, or reduction in 
traffic due to gasoline shortage. The 
Administrator favors a shorter projec¬ 
tion as herein adopted of a 4-year pro¬ 
jection. 1975 through 1978. 

The Administrator^ Order of Decem¬ 
ber 21.1973. permitted DRPA to Institute 
a new toll schedule designed to cope with 
the severe gasoline shortage which 
existed In the Nation at that time because 
of the Middle East Oil Embargo. It con¬ 
tained the innovative feature of allowing 
reduced rates for cars carrying three or 
more persons. The April 1974 hearings 
were directed to be held because of this 
serious change in circumstances since 
the 1972 hearings. However, at the time 
of the 1974 hearings the Oil Embargo had 
been lifted and the evidence adduced 
therein was to the effect that no gaso¬ 
line shortage existed In the area of the 
Philadelphia bridges. Thus, the Law 
Judge, on the bare face of the record, 
was probably correct in finding that "Al¬ 
though there is a national energy crisis 
the easing of the gasoline shortage which 
precipitated the creation of a new toll 
schedule effectively militates against a 
finding that the schedule of tolls is just 
and reasonable." 

With the President and Congress 
struggling to establish a national energy 
policy, the Administrator must recognize 
that a national energy crisis does exist 
Reduction of our vulnerability to foreign 
oil supplies and establishment of na¬ 
tional self-sufficiency are very real goals 
which this country must achievo in the 
coming years. Accomplishment of these 
goals will require concerted efforts in 
many areas, such as an increase in 
domestic production of oil. development 
of synthetic or new' kinds of energy- 
producing fuels, and. not the least of 
which Is the conservation of existing 
fuel. The motor vehicle is a major user 
of petroleum supplies on the highways 
because our Nation has become depend¬ 
ent. to a large extent, on Uie mobility 
afforded by automobiles, buses, and 
trucks. This dependency w'ill probably 
continue in our society for as far Into 
the future as we can now foresee. How¬ 
ever, ways must be found to manage the 
use of the motor vehicles better than we 
have In the past. It will be necessary to 
get low occupancy cars off the highways 
and to observe the national 55 m.pii. 
speed limit. Unnecessary automobile trips 
must be eliminated. 

These facts are not in the record of 
this proceeding, but such facts are com- 


1 Report and reoommemdod Order of Hear¬ 
ing Examiner, served August l, loos, and 
Opinion of the Administrator issued Septem¬ 
ber II, 1968. 
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mon knowledge, of which the Admin¬ 
istrator can take "administrative notice'* 
in considering the decision to be reached 
in this matter. It is the Administrator's 
Judgment that within the definition of 
reasonable and Just tolls, the criteria of 
national interest and public policy must, 
at this time, also be inserted. The na¬ 
tional interest and public policy in this 
case being the conservation of fuel. This 
criteria makes more complex the issue of 
determining what is a reasonable and 
Just toll schedule to be permitted for 
crossing these bridges, in that the per¬ 
mitting of high tolls in order to dis¬ 
courage vehicle traffic would have the 
effect of allowing the Port Authority to 
receive a large amount of revenue which 
is not needed for financing of their op¬ 
erations, and substantially beyond the 
covenanted bond service requirements. 

For example, Appendix E presents 
DRPA'a net operating revenue available 
for bond service for 1974 (actual), cal¬ 
culated from the statement of Revenue 
and Expenses for 1974, (Ex. 137.) The 
appendix shows that in 1974. the net 
revenue available for bond service 
amounted to $25,873,245. as compared 
with the $22,140,000 estimate appearing 
on page 23 of the 1974 Refunding Pro¬ 
gram Statement (Ex. 136). The state¬ 
ment of revenues, expenses and equity 
(Ex. 137) shows that the bond service on 
outstanding revenue bonds for 1974 was 
$17,975,433. Thus, for 1974, under the 
toll schedule now in effect, the bond 
service coverage enjoyed by the Au¬ 
thority amounted to 1.44, substantially 
above the required 1.20 of the bond cov¬ 
enant. The difference between the actual 
and estimated net revenue is explained 
on page 22 of Ex. 136, wherein the trans¬ 
portation consultants reduced their esti¬ 
mate by a "reduction allowance" of 
$4,488,000 because of the energy crisis. 
Elimination of the "reduction allow¬ 
ance" would have given the Authority 
bond coverage of 1.49 under the present 
schedule of tolls. 

Therefore, the Administrator is faced 
with the dilemma of devising a toll 
schedule which would prevent the Au¬ 
thority from an excessive revenue re¬ 
turn. and at the same time, conserve 
gasoline by reducing traffic. A low pas¬ 
senger car rate would encourage the use 
of more automobiles, and a high rate 
would unnecessarily benefit the Author¬ 
ity. A balance between the two must be 
accomplished. An effective means of re¬ 
ducing traffic and conserving gasoline is 
to encourage the use of mass transit and 
carpools. A small step in encouraging 
carpools was made in the December 21. 
1973. Order which instituted a carpool 
commutation rate at 25 cents per 
crossing. As can be seen from Ex. 138. 
traffic count by classes of vehicles, this 
was ineffectual in reduction of traffic. 
Only 577,543 carpool tickets were sold, as 
compared with toils paid on 48,226,183 
other passenger car vehicles and light 
trucks. Of this, 13.150.844 were com¬ 
muter tolls, of which some portion might 
conceivably go into carpools. There are 
means available, both program-wise and 


financial, to promote carpooling. The 
Department of Transportation of the 
Federal Government has been vigorously 
pushing a major carpool promotion cam¬ 
paign. Federal funds are available for 
areawide carpool campaigns. It would be 
commendable if the Authority, the City 
of Philadelphia, and the States of Penn¬ 
sylvania and New Jersey could unite to 
formulate a vigorous carpool campaign 
in this area. 

The use of the PATCO rapid rail 
transit line was encouraged in a decision 
by the Interstate Commerce Commission 
on February 3, 1975, which denied a fare 
increase on this line to the Port Author¬ 
ity. (LC.C. Investigation and Suspen¬ 
sion Docket No. 8705, 349 I.C.C. 160). The 
Commission concluded that the proposed 
fare increase might cause a long-term 
diversion of riders to alternative modes 
of transport (including automobiles) 
thus increasing congestion on the area's 
already overcrowded roads. 4 

Conclusion . The Administrator, in an 
effort to balance off the opposing points 
of view, i.e., higher tolls, unneeded reve¬ 
nue, and traffic reduction against lower 
tolls, less revenue and an increase in traf¬ 
fic, is putting into effect, the toll schedule 
as set out In Appendix A. The main fea¬ 
ture of this schedule is a substantial re¬ 
duction in the carpool commuter rate 
from $10.00 for 40 tickets (25 cents per 
crossing) to $4.00 for the book of 40 tick¬ 
ets (10 cents per crossing). This rate 
should have the effect of attracting some 
one-passenger car commuters to a car- 
pool. Also in order to possibly forego a 
fare increase on buses using the bridges, 
the rate for two axle buses is reduced 
from $1.00 to 80 cents, and three axle 
buses from $1.50 to $1.20. Other changes 
in the schedule are. while the commuter 
rote 30-day decal remains $12.00, the 
cash toil per crossing is reduced from 10 
cents to 5 cents, and the passenger car 
and trucks up to 7.000 gross weight rate 
is reduced from 60 cents to 55 cents. 

The latter two reductions are for the 
purposes of reducing to some extent the 
amount of revenue received by the Au¬ 
thority which the Administrator feels Is 
necessary. The reductions are not of suffi¬ 
cient amount so as to encourage auto¬ 
mobile traffic. 

The toll schedule set forth in Appendix 
A provides more than adequate bond 
service coverage for several years to 
come. Appendix F sets forth the esti¬ 
mated debt service coverage under this 
toll schedule for the years 1975 through 
1978. It allows a coverage of a high of 
1.38 in 1975 to 1.27 in 1978, well above the 
bond covenant requirement of 1.20. Ap- 


•On© of the protestanu to the fere In¬ 
crease tn the I.C.C. case was the City of Phil¬ 
adelphia. who Is a protestant In this case, op¬ 
posing a higher toil rate. In the I.C.C. case, 
the city argued that the PATCO Increase 
would encourage automobile usage, thereby 
contributing to the environmental degrada¬ 
tion of the area. It would appear to the Ad¬ 
ministrator that lower tolls on the bridges, 
which the city advocates In this case, would 
do the same. In short, the city’s positions In 
the two cases are diametrically opposite. 


pendix G contains the calculation of 
applicable tolls to achieve specified bond 
coverage for the years 1975 and 1976 
Appendix H contains the traffic projec¬ 
tions on the bridges for 1975 through 
1978, on which Appendix F is based. 

Considerable testimony was generated 
during the hearings dealing with the ex¬ 
penses and projected revenues of DRPA 
Much effort was expended by the Pro¬ 
testants to the toll increase to show that 
projected operating and administrative 
expenses set forth by the Authority was 
unrealistic and constitutes a burden on 
the tollpayer and that the traffic and 
revenue projections were underestimated 
In order to represent to the AdminLMm- 
tor low bond service coverage. While such 
effort is commendable, the sufficiency of 
such evidence is, while impressive, not 
persuasive for the Administrator to sub¬ 
stitute his Judgment for that of the Com¬ 
mission in the operation of the DRPA 
This is not to say that the Administrator 
will never look behind the expenses and 
budgets presented by a toll authority, but 
to say that in this particular case, the 
stated expenses and the projected reve¬ 
nue of the Authority is not so grossly In¬ 
correct as to require a detailed appraisal 
of all items. Hence, at this time, as will 
be seen from the relevant appendices, the 
Administrator has taken the statements 
in the Authority’s documents as the basis 
for calculating bond service coverage 
under the directed toll schedule. 

The Administrator finds that the toll 
schedule as set forth in the Order of 
December 21. 1975, is not reasonable and 
Just; that the toll schedule set forth in 
Appendix A is Just and reasonable; that 
the December 21. 1975, toll schedule is 
ordered cancelled effective 12:01 am.. 
August 1, 1975; that the rates of tolls 
set forth in Appendix A to this Order 
shall become effective 12:01 a.m.. August 
1, 1975, and shall be the legal rates de¬ 
manded and received for transit over all 
bridges operated by the Delaware River 
Port Authority, unless and until the Ad¬ 
ministrator orders otherwise. 

Within 20 days after the date of service 
of this Order, any party may petition the 
Administrator for reconsideration of this 
Order. The filing of a petition for recon¬ 
sideration does not stay the effectiveness 
of this Order, unless the Administrator 
so orders. 

Issued In Washington, D.C., this 19th 
day of May 1975. 

Norbert T. Tiemann. 

Federal Highxoay Administrator . 

AfriNDix A 


RATES ESTABLISHED BT THIS ORDER 


Classification; 

Passenger automobile and trucks to 
and including 7.000 lbs gross 

weight_ 

Passenger automobile and 1-axle 
trailer (each additional trader 

axle #0.30)--- 

Motorcycle ........_...._ 

Buses: 

2 axles_ 

3 axles_....__—— 


$0.(5 


.85 
• 85 

.60 

1.30 
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Clsuttiflcatton: 

Trucks, 2 or more axles, 7,001 lbs or 

more gross weight, per axle- .75 

Commutation rate for passenger 
automobUes, and 2 axle trucks up 
to and Including 7,000 lbs gross 
weight —decal valid for 30 days 


after the date of purchase--— 12.00 

Plus cash toll per crossing.. . 05 


C&rpools commutation rate for regis¬ 
tered passenger automobiles only, 
occupied by 3 or more persons (In¬ 
cluding driver), accepted at all 
times—transferable book of 40 
tickets valid until the end of the 
calendar month following the 
month In which purchased...... 4.00 

Special permits (noncommercial 
motor vehicles, 60,001 pounds gross 
weight and upward, commercial 
vehicles operating under official 
permit) 510 permit fee plus a $1.50 
fee for the first 40,000 lbs and $0.25 
for each 2,000 lbs or fraction 
thereof In excess of 40,000 lbs-.... 

/hij oi id (met log atrip (twautp-ftt* 


I ><*Tiomlnslion 

Value 

Price 

IV W.. 

12V 00 

mso 

1.50____... 

37. SO 

3375 

2 . as_-.. 

MV. IS 

50.62 

ion .— 

■ 

67.50 

ITS _ 

IJ&7& 

H4.B7 

4jso.- •:- 

112 SO 

10V 25 


Definitions and Restriction: 

Dec a La non-transferable, and affixed to left 

side of vehicle. 

Commutation decal valid only in Exact- 
Change Automatic Toll Lanes and not 
valid in manned lanes. 

Carpooi commutation ticket accepted In 
manned lanes only and not valid In auto¬ 
matic toll lanes. 

Tickets detached from the ticket book will 
not be honored for passage. Unused tickets 
will not be redeemable or refundable. 

Bus and Truck Toll Scrip shall be good and 
valid until used. Toll scrip In excess of the 
required toll may be tendered In 
payment; however, no refund of the excess 
shall be made. Toll scrip in denominations 
of less than the fare and the balance In 
cash may be tendered In payment of the 
fore. Toll scrip may not be used to pur¬ 
chase other reduced rate fares. Toll scrip 
may be purchased by mall or In person at 
the toll accounting offices located In the 
Administration Buildings for each of the 
bridges. 

Toll scrip will not be accepted in payment of 
a Special Permit. 

Appendix B 


cuboxoloot or hearings and opinions rb- 

C&IDINC TUX BENJAMIN FRANKLIN AND 
WALT WHITMAN BRIDGES IN PHILADELPHIA 


!>b. 1, 1068, DRPA increased toll rates. 
May 20, 1968, Federal Highway Adminis¬ 
trator directed Hearings on the matter. 

June 25, 26, 27. and 28, July l and 2, 1068, 
Hearings were held before Hearing Examiner, 
^Aug. l, 1068, Report and Recommended 
Order of Hearing Examiner. 

8ept. u, iocs. Opinion of the 
Administrator. 

Apr. 1. 1972. DRPA increased toll schedules 
of bridges. 

Aug. io, 1072 , Administrator ordered 
loimal hearings before Administrative Law 

I OHM 


oepv. 8,1972. Pretrial Conference. 
Sept. 26-Oct, 7 , 1072, Formal 
before Administrative Law Judge. 


Dec. 29, 1072. Administrative Law Judge 
Issued recommended decision that April 1072 
tolls were not Just and reasonable and that 
tolls prior thereto be reinstated. 

June 1. 1973, Administrator, after con¬ 
sidering DRPA's exceptions. Issued "tentative 
opinion” that April 1972 toll schedule was 
”• • • neither Just nor reasonable.” 

June 22. 1973, Supplement to June 1, 1973. 
opinion. 

June 30. 1973. Oral argument held before 
tbe Administrator. 

Nov. 5, 1973, Administrator Issued his opin¬ 
ion and Order where he adopted his ruling 
that April 1. 1972, tolls were neither Just nor 
reasonable. 

Dec. 3. 1973. Administrator denied DRPA's 
petition for reconsideration and stay of the 
November 5, 1973. Order. 

Dec. 10. 1973, DRPA filed a complaint In 
Federal Court for a permanent injunction 
and a stay of the Nov. 5. 1973. Order pending 
litigation. Suit subsequently dismissed (Case 
dismissed September 1974.) 

Dec. If. 1073, Representatives of the Au¬ 
thority met in Washington with tbe Admin¬ 
istrator to discuss impact of impending 
energy crisis on Authorityk operations and to 
consider the adoption of a new schedule of 
tolls. 

Dec. 21. 1973. Administrator’s Order and 
decision permitting DRPA to put its new 
proposed schedule into effect, "at least on 
an interim basis and reopened the proceed¬ 
ing so evidence bearing on the Justness and 
reasonableness of the new toll schedulo can 
be adduced. It 1* this toll schedule that is 
under consideration (Appendix A). 

Apr. 23-25. 1974. Hearings were held before 
Administrative Law Judge A1 fieri. 

Oct. 16, 1974. Recommended decision of 
the Administrative Law Judge that the toll 
schedule prescribed In the Administrator’s 
Order of Nov. 5. 1973 (Schedule H) be the 
tolls to be charged on the bridges. 

Peb. 10, 1975, Administrator's Order di¬ 
recting submission of sddltlonal Information 
for consideration. 

M kr. 26. 1975. Administrator's Order spec¬ 
ifying certain documents be Incorporated 
in the record. 

Since 1968, there have been three hearings 
before Law Judges, three recommended de¬ 
cisions of Law Judges, and four decisions by 
the Administrator. 

Appendix O 

SATES Or TOLL PRESCRIBED IN THE NOVEMBER 0 , 
1ST*, ORDER OP THE ADMINISTRATOR 

(Stayed by December 21, 1973, Order) 


Passenger car* and light trucks: 

Cash...$0. 50 

Commuter 40-trip ‘__ . 36 

Truck* (per axle) *_ . 75 

Motorcycles___ . 50 

Automobile and trailer: 

1- axle trailer_—_.__ .90 

2- axle trailer.™_..._ l. 20 

Buses (per axle)..._ .50 

Special permits»__._ 


Appendix D 

RATES or TOLLS PRESCRIBED IN THE 
DECEMBER 2 |, 1973 , ORDER 

(Currently In Effect) 


1 Subject to conditions and restrictions im¬ 
posed as of Aug. 31. 1973. 

•A 10 percent scrip discount will be of¬ 
fered. 

■Charges will be those In effect Aug. 31, 
1073. 


Classification: 

Passenger automobile and trucks to 


and Including 7,000 lbs gross 

weight ...._...__$0.60 

Passenger automobile and 1-axle 
trailer (each additional trailer 

axle $0 30)- .00 

Motorcycle_... .35 

Buses: 

2 axles__ 1.00 

3 axles-......_... 1.50 

Trucks, 2 or more axles. 7,001 lbs or 

more gross weight, per axle__ . 75 


Commutation rate for passenger 
automobiles, and 2-axle trucks up 
to and including 7,000 lbs gross 
weight—decal valid for 30 days 


after the date of purchase........ 12,00 

Plus cash toll per crossing__ . 10 


Carpools commutation rate for reg¬ 
istered passenger automobiles 
(Including driver), accepted at 43 //s~ 
only, occupied by 3 or more per¬ 
sons (Including driver), accepted 
at all times—transferable book of 
40 tickets valid until the end of 
tho calendar month following the 
month In which purchased....... 10.00 

Special permits (noncommercial 
motor vehicles 60,001 lbs gross 
weight and upward, commercial 
vehicles operating under official 
permit) $10 permit fee plus a $1.50 
fee for the first 40,000 lbs and $0.25 
for each 2,000 lbs or fraction 
thereof in excess of 40.000 lb*_....... 

Ihu and truck tali imp {twentf-fl* erouhifj) 


l)«ioml nation 

Value 

I^Tlce 

•1.00. 

mm 

*22.50 

1-50. 

37.50 

33.75 

2.25... 

56.25 

50 02 

3.00.... 

75.00 

67.50 

275. 

03. 75 

HI. 37 

4,50... 

112.60 

10V 25 


De/tnitions and Restriction: 

Decals non-transfcrable, and affixed to left 
aide of vehicle. 

Commutation decal valid only In Exact- 
Change Automatic Toll Lanes and not valid 
In manned lane*. 

Carpooi commutation ticket accepted In 
manned lanes only and not valid In auto¬ 
matic toll lanes. 

Tickets detached from the ticket book will 
not be honored for passage. Unused tickets 
will not be redeemable or refundable. 

Bus and Truck Toll 8crlp shall be good and 
valid until used. Toll scrip In excess of tho 
required toll may be tendered In payment; 
however, no refund of the excess shall be 
made. Toll scrip In denominations of less 
than the fare and the balance In cash may 
be tendered in payment of the fare. Toll 
scrip may not be used to purchase other 
reduced rate fares. Toll scrip may be pur¬ 
chased by mall or In person at the toll ac¬ 
counting offices located In the Administra¬ 
tion Buildings for each of the bridges. 

Toll scrip will not be accepted in payment of 
a Special Permit. 

Appendix E 

CALCULATION OF NET REVENUE AVAILABLE FOB 
BOND SERVICE—1 *74 

Walt Whitman and Benjamin Franklin 
Bridges: 

DRPA. statement of revenues and expenses, 
exhibit 137: 

Tolls ..$33,346,015 

O. A M. 9, 586. 691 
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Net operating revenue— 

bridges --- 

Patco net operating revenue: 

Exhibit 137, note 5. 

Interest, exhibit 137, note 4, bal¬ 
ance sheet—note 4: 

Revenue fund---- 

Rond service fund...._— 

Rond reserve fund--—.. 


23.759.324 


59.223 


1,810. 194 
681,278 
1,535.483 


4,006.955 


Total net revenue____ 27,825, 503 


Administrative expenses: state¬ 
ment of revenues and ex¬ 
penses. exhibit 137..._ 1,952,257 


Net revenue available for bond 

service____ 25.873,24$ 


Arrxvtux F- KWtoafrrf drbt * nict rocvrv#r nndtr taO tdudulr prttcriUd is ti(i rrdrr » 


Ad|u«t«d toll Income.. 
Lrss discount.. 


Total. 

M. A O. Mfriion. . 
Administrative upon*?.. 


Total_ 

lure'llmrui lacuna. 


Drill Nrrrtcr rwtursl rwvrnue bonds. 

llr.Trnoe IjockU rJrM errs Ice coverocr .. 

Total debt sendee ... 

Total debt wrvtcr cover***, including sfKvfltl revenue 



1074 

1974 

1077 

1078 

... 

33,449 

—790 

35,119 

—842 

30.277 

-W8 

34.7» 
-*7S 


31,44b 
-10,256 
-2. Ok* 

34,277 

-13,773 

-2.234 

3&.41A 

— 14,300 

34,830 

—14,474 

-2.51! 


10,315 

+AN* 

18,770 

+3.700 

IK 441 

+3. *1 

17.80 

41,468 


23.713 

IA7» 

1.35* 

:a.«n 

16.76J 

).8t 

22,123 
16.70* 
Lit 

21,30® 
IK 76® 
LIT 

I.. 

t#.*» 

1. 16 

10.271 

L14 

10.072 

LD 

19.134 

1.11 


» Tlte loll Income Mtlmsteo fftxnm In this appendix are baaed on iraihc cellmate* shown la table 6. app. A, exhibit 
ISA Actual 15174 traffic was substituted Cor the totLaiales shown In table 8 and each subsequent year’s locrmsc was 
based on the increase shown In tabic A The U A O. and admlnlvtraUve exp e r w a and Investment Income estimates 
were derived by osiu* the flame method described above and weve based so estimate* found on pp. 21 and 23 of exhibit 


Amnvmx O— c*deuhtfn nf faffs fa trkkrt rtfnlrtd tfH- 
l»7il rettnun to otintn rpdjiti 6sW rertict cojrrufr 


Toff 1075 1571 


Automobile* and U*ht trucks t.ta55 IW.7M |21,2W 

Commuter » *___ .35 4,442 &.1& 

Carpool... .10 73 M 

Bus*..40 479 435 

All other 1 . 7,441 4.078 


leaf discount <....... 

.. 32,449 

33,119 


_ T» 

M2 

Ope rail a* Revenue 0. A 31. 

-8L4M 

34,277 


. 19.284 

0.771 

A dtuluUiraU to . ... 

_ 21,408 

9U.NH 



2,234 

Interest.. 

. 19,315 

18.770 


. AM* 

3,790 


Total net revenue available 
lor bond service.___ 


n.m 2 *. eta 


t Traffic volume tram app. II, 

* Jon. 1, 1V74, conn mu tor tot! restrictions retained. 

* Jan. 1. W74. toll rates maintain'd lor trucks, trailers, 
motorcycles, and spertsl permits. 

* Assume a 10 percent scrip discount for all trucks and 
buses. 

Amtxprx 11.— Taamr Paornnoxs Walt Warns ax. 
Has Krsxxiu*, Cowmochjox liAXav, *vi» Bror 
Row mudcks* 

(la thousands) 



Itafttlar AUto 

Commuter » 

Bus 

1973. 

. 35,017 

14,000 

^ 505 

iy»»_ 

_.T 3H.O07 

M.W7 

512 

1077_ 

30,1*31 


421 

1071_ 

_ 40,219 

17,100 

532 


* Based on estimate* Included In bond prospectus far 
147.815.1100 sold in 1974. Exhibit 130. 

* includes earpools. 

* Assumes Uciny Rom Bridfe open to traffic January 
Wm. 

(FR Doc.75-13575 Filed 5-23-75;8:45 am] 


National Highway Traffic Safety 
Administration 

NATIONAL MOTOR VEHICLE SAFETY 
ADVISORY COUNCIL 

Notice of Public Meeting 

On June 10. 1975 the National Motor 
Vehicle Safety Advisory Council will hol^ 
open meetings in the DOT Headquarters 
Building. 400 Seventh Street SW. t Wash¬ 
ington. D.C. The Advisory Council is com¬ 
posed of 25 members, a majority of whom 
are representatives of the general public. 
Including representatives of State and 
local governments, with the remainder 
including representatives of motor ve¬ 
hicle manufacturers, motor vehicle 
equipment manufacturers, and motor ve¬ 
hicle dealers. The Advisory Council 
makes recommendations to the Secre¬ 
tary of Transportation on motor vehicle 
safety and property loss reduction pro¬ 
grams carried out by the National High¬ 
way Traffic Safety Administration. 

The following meetings are subject to 
the approval of the National Highway 
Traffic Safety Administrator. 

On June 10 at 1:00 p.m. in room 2232 of 
the DOT Headquarters Building the Con¬ 
gress Committee will meet with the fol¬ 
lowing agenda: 

To review plans for tho upcoming Fourth 

International Congress ou Automotive 

Safety. 

On June 10 at 2:00 pm. in room 2232 
of the DOT Headquarters Building the 
Awards Committee will meet with the 
following agenda: 

To review candidates nominated for the 

Council's annual Ex call bur Award. 


For further information contact the 
NHTSA Executive Secretary, Room 5212, 
400 SevenUi Street, 8W., Washington 
D C., telephone 202-426-2872. 

This notice is given pursuant to sec¬ 
tion 10<a) (2) of Pub. L. 92-463, Federal 
Advisory Committee Act (FACA), effec¬ 
tive January 5.1973. 

Issued: May 20,1975. 

John F. Magee. 

Acting Executive Secretary 

(FR Doc.75-13673 Filed 5-23-75:8:45 ami 

CIVIL AERONAUTICS BOARD 

(Order 75-5-82; Docket No. 275701 

TEXAS INTERNATIONAL AIRLINES. INC. 

Order To Show Cause and Granting Tempo¬ 
rary Suspension Regarding Certificate of 

Public Convenience and Necessity 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C. 
on the 21st day of May, 1975. 

By application Hied March 3, 1975. 
Texas International Airlines <TXI» re¬ 
quests the Board to issue an order re¬ 
quiring all Interested persons to show 
cause why its certificate of public con¬ 
venience and necessity for route 82 
should not be amended so as to delete 
Pine Bluff, Arkansas, therefrom. 

The City of Pine Bluff submitted a 
letter stating it is not opposed to the 
application. * 1 No answer has been filed 
in opposition to the deletion request. 

Upon consideration of the pleadings 
and all the relevant facts, we have de¬ 
cided to issue an o rder to show cause 
proposing to amend TXI'g certificate as 
requested. In addition, we will grant TXI 
authority to suspend service temporarily 
at Pine Bluff pendente lite. Accordingly, 
we tentatively find and conclude that the 
public convenience and necessity require 
the amendment of TXI’s certificate of 
public convenience and necessity for 
route 82 so as to delete Pine Bluff there¬ 
from.* 

In support of our ultimate conclu^on. 
we make the following tentative findings 
and conclusions. TXTs service at Pine 
Bluff has been characterized by minimal 
traffic, has produced financial lasses for 
the carrier in recent years, and is not 
likely to become economically sound in 


1 Pine Bluff forwarded Its letter on April 
17, 1975. expressing its position and sug¬ 
gestion* in thla matter. While not submitted 
within the precise deadline prescribed by 
the Board's rules of practice and procedure 
I 302.6, we have considered Its content* in 
reaching our decision herein. Since the posi¬ 
tion of the City Is essentially la accord with 
that of the applicant, we have concluded 
that no party will be harmed by such con¬ 
sideration. 

1 We also tentatively find and conclude 
that TXI Is fit, willing and able properly to 
perform the air transportation authorized 
by the certificate proposed to be Issued herein 
and to conform to the provisions of the Act 
and the Board's rules, regulations and re¬ 
quirements thereunder. 
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the future. Texas International has 
served Pine Bluff since 1953. Service has 
generally consisted of two round trips 
per day on a routing between Memphis 
and Dallas. Clearly the most important 
market for Pine Bluff has been Memphis, 
and TXI has consistently provided non¬ 
stop service between the two cities. 1 * * How¬ 
ever. in recent years passenger boardings 
at Pine Bluff have steadily declined not¬ 
withstanding experimental increases in 
frequencies. According to the applicant, 
the average number of enplaned pas¬ 
sengers per day has dropped from 15.2 
in 1969 to 9.2 in 1974. This represents a 
present average of 2.7 passengers per 
departure. 

These passengers will not be unduly 
inconvenienced by the proposed deletion. 4 
Pine Bluff travelers will continue to have 
ready access to the nation's air transport 
system at Little Hock. Located only 46 
miles and one hour’s driving time away. 
Little Rock offers direct service by five 
different carriers to 25 cities, whereas 
TXI is the sole carrier serving Pine Bluff 
with single-plane prop service to only 
six cities.' There are 12 daily nonstop 
flights between Little Rock and Memphis 
spaced conveniently throughout the day; 
nine of these utilize Jet equipment. 4 Pub¬ 
lic bus transportation between Pine Bluff 
and Little Rock consists of nine round 
trips daily between the two cities. Round- 
trip fare is $6.00. In fact, the proximity 
of superior air services at Little Rock 
appears to be the primary factor in the 
recent decline of Pine Bluff traffic.* 

We further tentatively conclude that 
in view of the limited public benefits, the 
increasing cost of providing service to 
Pine Bluff is not Justified. TXI submitted 
exhibits indicating that it incurred a 
subsidy need of $78,788 in serving Pine 
Bluff in the year ended September 30. 
1974/ Consequently, a significant reduc¬ 
tion in TXTs subsidy need would occur 
as a result of the deletion/ 

Finally, we tentatively find that the 
public will not be totally without air serv¬ 
ices at Pine Bluff. To supplement the air 
transportation available at Little Rock, 
the City of Pine Bluff has indicated that 


* According to tho applicant's statistics 
o rtf 70 percent of Pine Bluff's on-line OAD 
passengers In the 12 months ended Septem¬ 
ber 30. 1074, traveled between Pine Bluff and 

Memphis. 

4 Compare with local ^service deletion find¬ 
ings In Orders 74-7-133. July 20. 1074; 76-2- 
103. February 26. 1075; and 75-3-105. March 

27. 1075. * 

4 TXI offers the following dally services 
from Pine Bluff: one nonstop to El Dorado/ 
Camden, Arkansas; one nonstop to Hot 
Springs. Arkansas; two nonstops to Memphis. 
Tennessee; two non-slope to Jonesboro, Ar- 
*****»«: one one-stop to Texarkana, Arkansas; 
one one-stop to Monroe, Louisiana: and one 
t wo-stop and one three-stop to Dallaa-Ft. 
Worth OAO.Mayl. 1975. 

•OAO, May 1. 1975. 

* In contrast to Little Rock, the quality of 

at Pine Bluff Is further limited by 
airport’s Inability to accommodate Jet 

aircraft. 
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it can obtain the services of a local com¬ 
muter carrier as soon as there is a 
guarantee of no certificated competition 
in tills small market. Accordingly. It has 
requested the Board to immediately sus¬ 
pend TXTs authority at Pine Bluff, 
pendente iite, in order to facilitate a 
prompt commitment by the commuter 
carrier. This is a reasonable request, and 
we will therefore authorize the requested 
suspension/ 0 

Interested person will be given thirty 
days following the date of adoption of 
this order to show cause why the tenta¬ 
tive findings and conclusions set forth 
herein should not be made final. We ex¬ 
pect such persons to support their objec¬ 
tions. if any. with detailed answers, 
specifically setting forth the tentative 
findings and conclusions to which objec¬ 
tion is taken. Such objections should be 
accompanied by arguments of fact or law 
and should be supported by legal prec¬ 
edent or detailed economic analysts. If 
any evidentiary hearing is requested, the 
objector should state in detail why such 
a hearing is considered necessary and 
what relevant and material facts he 
would expect to establish through such 
a hearing that cannot be established in 
written pleadings. General, vague, or un¬ 
supported objections will not be enter¬ 
tained. 

Accordingly, it is ordered . That: 

1. All interested persons are directed 
to show cause why the Board should not 
issue an order making final the tentative 
findings and conclusions stated herein, 
and amending the certificate of public 
convenience and necessity of Texas In¬ 
ternational Airlines for route 82 so as to 
delete Pine Bluff, Arkansas, therefrom; 

2. Any interested persons having ob¬ 
jections to the issuance of an order mak¬ 
ing final any of the proposed findings, 
conclusions, or certificate amendments 
set forth herein shall, within 30 days 
after the date of adoption of this order, 
file with the Board and sene upon all 
persons listed in paragraph 6 a statement 
of objections together with a summary of 
testimony, statistical data, and other 
evidence expected to be relied upon to 
support the stated objections;* 1 


•We need not here detail TXI* figure* In 
order to set out the precise reduction In sub¬ 
sidy need likely to result from the action we 
propose herein. However, we have studied the 
figures and found them to be generally rea¬ 
sonable. An appropriate ad hoc adjustment 
to the local service class rate (Class Rate VII 
as It applies to Texas International) of 
$108,406 will be made In a separate order 

•As an additional benefit, the other com¬ 
munities along the Memphis-Dallas route of 
TXI would receive upgraded service if Pine 
Bluff Is deleted. Pint nonstop service be¬ 
tween El Dorado and Memphis would be In¬ 
stituted as would additional nonstop service 
between Hot Springs and Memphis. 

••Our action does not result in a major 
Federal action significantly affecting the 
quality of the environment within the mean¬ 
ing of the National Environmental Policy Act 
of 1969. It U likely that our decision will 
result In some increase in surface traffic as 
well as the introduction of commuter air 
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3. If timely and properly supported 
objections are filed, full consideration 
will be accorded the matters and issues 
raised by the objections before further 
action is taken by the Board; 

4. In the event no objections are filed, 
all further procedural steps will be 
deemed to have been waived and the 
Board may proceed to enter an order in 
accordance with the tentative findings 
and conclusions set forth herein; 

5. Texas International Airlines be and 
It hereby Is authorized to suspend serv¬ 
ice at Pine Bluff. Arkansas until 60 days 
after final decision on its deletion appli¬ 
cation in this Docket 27570; 

6. A copy of this order shall be served 
upon Texas International Airlines: Gov¬ 
ernor, State of Arkansas: Mayor. City of 
Pine Bluff: Airport Manager. Grider 
Field: and the Postmaster General: and 

7. The authority granted in paragraph 
5 above may be amended or revoked at 
any time at the discretion of the Board 
without hearing. 

Tills order will be published In the 
Federal Register. 

By the Civil Aeronautics Board. 

f seal 1 Edwin Z. Holland, 

Secretary . 

|FR Doc.75-13724 Filed 6-23-75;8:45 am) 


| Order 75-5-31: Docket No 27806) 

TRANS WORLD AIRLINES, INC. 

Order Regarding Nonacceptanc« of 
Restricted Articles on Cargo Aircraft 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C. on 
the 21st day of May, 1975. 

By tariff revisions 1 Lssued April 23 and 
marked to become effective May 23, 1975, 
Trans World Airlines. Inc. <TWA> pro¬ 
poses to establish a provision refusing to 
accept on cargo aircraft all articles 
shown as not acceptable on passenger- 
carrying aircraft in the carrier’s tariff. 

In support of its proposal. TWA assets, 
inter alia, that recent incidents involv¬ 
ing hazardous materials in air trans¬ 
portation have caused it to evaluate its 
current practices of handling such mate¬ 
rials from a safety aspect: that while 
there are no passengers on cargo aircraft, 
the flight crews and ground crews must 
be considered, along with the potential 
harm to carrier equipment: and that, 
consequently, the same reasons that lead 
to nonacceptance of certain articles on 


service However, in view of the low level of 
dally enplanements at Pine Bluff. It Is doubt¬ 
ful that such Increases will be significant, 
especially when placed against the beneficial 
environmental effects of the elimination of 
TXI‘a current operations at Pine Bluff. 

u All motions and/or petitions for recon¬ 
sideration shall be filed within the period 
allowed for filing objections and no further 
such motions, requests, or petitions for re¬ 
consideration of this order will be enter¬ 
tained. 

• Revisions to Airline Tariff Publishing 
Company. Agent. Tariff CAB. No. 82. 
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passenger aircraft equally apply to cargo 
aircraft 

A complaint has been filed by the 
Council for Safe Transportation of 
Hazardous Articles (COSTHA).* The 
complainant requests that the proposal 
be rejected, or in the altern ative , sus¬ 
pended and Investigated. COSTHA al¬ 
leges. inter alia, that the proposal is in 
direct contravention of TWA's common- 
carrier responsibility: that this proposal 
concerns questions of safety, and the 
Board has recognized that the Federal 
Aviation Administration (FAA) has the 
necessary expertise and sole respon¬ 
sibility to prescribe regulations providing 
for safe transportation of hazardous 
materials by air; that FAA having thus 
preempted this area of regulation, no 
basis remains to conclude that carriers 
are free to pick and choose their traf¬ 
fic; and that since the proposal results, 
for certain articles. In a complete re¬ 
fusal to carry, the adequacy of alterna¬ 
tive service, the justification offered, and 
the economic burden upon shippers 
should all be examined. 

As the Board has previously concluded 
'see Order 75-4-75, and Order 75-2-127), 
it has accepted in principle the primary 
responsibility of the Department of 
Transportation (DOT) /Federal Aviation 
Administration for regulations on the 
transportation of hazardous materials 
by air.* TWA’s proposal to refuse all 
restricted articles for cargo aircraft 
transportation if those articles arc pre¬ 
cluded from carriage aboard passenger 
aircraft would be more restrictive than 
current FAA Regulations, as well as rules 
currently proposed by FAA. * * * 4 and, con¬ 
sequently. we will reject the filing. 

The United States Court of Appeals 
for the Second Circuit, by an action 
dated March 25. 1975. in Air Line Pilots 
Association Inti v. Civil Aeronautics 
Board. No. 75-4049, granted a motion 
filed by ALP A for a stay of Board Order 
75-2-127 to preserve the status quo, 
pending its appeal.* In these circum¬ 
stances and consistent with the Court’s 
action, the Board will stay the effective¬ 


* COSTHA It an Inter-Industry federation 
of trade associations and traffic conferences 
having mutual In tercet in small-packaged 
shipments of articles classed as hazardous 
under the governing regulations of the De¬ 
partment of Transportation. 

•The Board's Regulations, 1 221 38(a)(5), 
provide that tariff rules relating to the trans¬ 
portation of hazardous materials should be 
in conformity with Part 103 of the Federal 
Aviation Regulations. 

4 Department of Transportation. Hazardous 
Materials Regulations Board. Notice of Pro¬ 
posed Rulemaking. Notice 73-9. et eeq. In 
Docket No. HM 112. FR Vol. 39. No, 17. 

4 By Order 75-2-127. the Board rejected 
embargo notices filed by nine air carriers 
which stated that the carriers would refuse 
and/or limit substantially all shipments of 
hazardous materials. The rejection was es¬ 
sentially upon the grounds that the Board’s 
Embargo Regulations do not embrace the 
matters set forth In the rejected embargoes. 
This appeal Is presently pending before the 
Court and the stay Is in effect. 


ness of its order, pending determination 
by the Court of the issues before it. We 
believe that the Issues herein and those 
before the Court in Case No. 75-4049 are 
sufficiently similar to warrant a stay in 
the effectiveness of this order. 

This order will nevertheless be issued, 
served upon aU parties, and published in 
the Federal Register to apprise all in¬ 
terested persons of the Board’s opinions 
and decisions upon the issues now be¬ 
fore it, subject, however, to the aforesaid 
provisions for a stay. 

Accordingly, pursuant to the provi¬ 
sions of the Federal Aviation Act of 1958, 
and particularly sections 204(a), 401, 
403.404, and 1002 thereof. 

It is ordered , That: 

1. Subject to the conditions and pro¬ 
visions set forth in ordering paragraph 3 
herein, 21st Revised Page 23 of C.AJB. 
No. 82. Issued by Airline Tariff Publish¬ 
ing Company, Agent, be and hereby is 
rejected; 

2. Except to the extent granted herein, 
the complaint filed by the Council for 
Safe Transportation of Hazardous Ar¬ 
ticles in Docket 27806 is dismissed; 

3. The effective date of the Board’s 
order as set forth in ordering para¬ 
graphs 1 and 2 herein is hereby stayed, 
pending determination by the United 
States Court of Appeals for the Second 
Circuit of the issues now before it in 
Air Line Pilots Association Inti v. Civil 
Aeronautics Board. No. 75-4049, and 
further orders of the Board consistent 
therewith; and 

4. Copies of this order shall be served 
upon Trans World Airlines, Inc., and the 
Council for Safe Transportation of 
Hazardous Articles. 

This order will be published in the 
Federal Register. 

By the Civil Aeronautics Board. 

I sealI Edwin Z. Holland. 

Secretary. 

JFR Doc.75-13723 Filed 5-23-7S;8:45 amj 

DEFENSE MANPOWER COMMISSION 

MEETING 

Pursuant to the provisions of the Fed¬ 
eral Advisory Committee Act (Pub. L. 
92-463), notice is hereby given that the 
Commissioners of the Defense Manpower 
Commission will meet on June 13. 1975 
at 1:30 p.m. and on June 20.1975 at 1:30 
pm. in the New Executive Office Build¬ 
ing. Room 2010, 726 Jackson Place. NW. 
Washington. D.C. 20036. 

The purpose of the June 13th meeting 
will be to conduct an in-progress review 
of Issues in the Management Functional 
Area and such other business as may be 
presented by the members. 

The purpose of the June 20th meeting 
will be to conduct an in-progress review 
of issues in the Compensation Functional 
Area and such other business as may be 
presented by the members. 

The meetings will be open to the pub¬ 
lic. Interested persons wishing to attend 
should telephone (202) 254-7803 before 


close of business June II, 1975 for the 
June 13th meeting and before close of 
business June 18, 1975 for the June 20lh 
meeting. 

Dated: May 19.1975. 

Bruce Palmer. Jr., 
General . USA (Ret), 
Executive Director. 

(FR Doc.75-13736 Filed 5-23-75;8:45 aid] 

ENVIRONMENTAL PROTECTION 
AGENCY 

| OFP-33000/255; FRL378-1| 

NOTICE OF RECEIPT OF APPLICATIONS 
FOR PESTICIDE REGISTRATION 

Data To Be Considered In Support of 
Applications 

On November 19. 1973. the Environ¬ 
mental Protection Agency (EPA) pub¬ 
lished in the Federal Register (38 PH 
31862) its interim policy with respect to 
the administration of Section 3(c)(1) 
<D) of the Federal Insecticide. Fungi¬ 
cide, and Rodenticide Act (FIFRA >. as 
amended. This policy provides that EPA 
will, upon receipt of every application 
for registration, publish in the Fedihai 
Register a notice containing the Infor¬ 
mation shown below. The labeling fur¬ 
nished by the applicant will be available 
for examination at the Environment;*! 
Protection Agency Room EB-3I, East 
Tower, 401 M Street SW., Washington, 
D.C. 20460. 

On or before July 28, 1975, any per¬ 
son who (a) is or has been an applicant, 
(b) believes that data he developed and 
submitted to EPA on or after October 21, 
1972, Is being used to support on appli¬ 
cation described in this notice, <c> de¬ 
sires to assert a claim for compensation 
under section 3(c)(1)(D) for such use 
of his data, and <d) wishes to preserve 
his right to have the Administrator de¬ 
termine the amount of reasonable com¬ 
pensation to which he is entitled for 
such use of the data, must notify the 
Administrator and the applicant named 
in the notice in the Federal Reclsto of 
his claim by certified mail. Notification 
to the Administrator should be addressed 
to the Information Coordination Sec¬ 
tion, Technical Services Division (WH- 
569), Office of Pesticide Programs. 401 
M Street SW.. Washington. D.C. 20460. 
Every such claimant must include, at a 
minimum, the information listed in (he 
Interim policy of November 19.1973. 

Applications submitted under 3(a) or 
2(b) of the interim policy will be proc¬ 
essed to completion in accordance with 
existing procedures. Applications sub¬ 
mitted under 2(c) of the interim policy 
cannot be made final until the 60 day 
period has expired. If no claims are re¬ 
ceived within the 60 day period, the 2(c) 
application will be processed according 
to normal procedure. However, if claims 
are received within the 60 day period, 
the applicants against whom the clatms 
are asserted will be advised of the alter- 
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natives available under the Act. No 
claims will be accepted for possible EPA 
adjudication which are received after 
July 28.1975. 

Dated: May 16.1975. 

John B. Rich. Jr.. 

Director ; Registration Division . 

Applications RscnvzD 

EPA File Symbol 9403-RN. Aiken Murray 
Carp, 111 6th An. New York NY 10003. 
ALKEN V-7. Active Ingredient*: DUodlum 
c. naodithloUiildocartoonate 3.68%; Potas¬ 
sium N - inethyldttblocarbam&te 6.07%, 
Method of Support: Application proceed* 
under 3(b) Of Interim policy. PM22 
EPA File Symbol 8517-RO. American Ma¬ 
chinery Corp , PO Box 3328. Orlando PI. 
32802. AMERICAN MACHINERY DOWI- 
C1DE SOAP. Active Ingredient*: Sodium 
Ortho-phcnylphenaU 163%. Method of 
Support: Application proceed* under 2(c) 
of Interim policy. PM32 
ETA Reg. No. 5481-122. AM VAC Chemical 
Corp.. 4100 E. Washington Blvd^ Los An¬ 
geles CA 00023. DUSTING SULFUR 08. Ac¬ 
tive ingredients: Sulfur 08.0%. Method of 
Support: Application proceed* under 2(e) 
of interim policy. Republished: Added uae. 
PM22. 

EPA FUd Symbol 3735-EL Arlcnge Lab., 175 
Pearl St. Brooklyn NY 11201. ARLENGK 
BITE ME NOT INSECT REPELLENT. Ac¬ 
tive Ingredients: N, N-dtotbyl-meta-tohi- 
anilde 12.75%; other Isomer* 3.25%. Meth¬ 
od of Support: Application proceed* under 
2<c) of interim policy. PM17 
EPA File Symbol 3735-EO. Arleuge Lab. 
AflLENOK X 34. AcUvc Ingredient*: Pyre- 
thxin* 0.3%; Technical Piperonyi Butoxide 
13% : Cyclohexanone 54%; Petroleum Dis¬ 
tillate 53%; Mineral 011 2.0%. Method of 
Support: Application proceed* under 2(b) 
of interim policy. PM 17 
EPA Pile Symbol 4331-1*. Arol Chem. Prod. 
Co„ 542 Farry SU Newark NJ 07106. ARO- 
CIDE B Actlte Ingredient*: Dlsodlum cya- 
nodlthioimldocarbcinate 3.68%; Potassium 
N-meUiyldtthiocarbamate 6.07%. Method 
ct Support: Application proceed* under 
2(b) of interim policy. PM22 
EPA File Symbol 4331-U. Arol Chem. Prod. 
Co AROCIDS A. Active Ingredient*: Poly 
|aiyethylene(dlmethyllmlnio) ethylene(dl- 
methyllinlnio) ethylene dlc)ilurlde| 10.0%. 
Method of Support: AppllcaUou proceed* 
under 2(b) of Interim policy. PM34. 

XPA Pile Symbol 8612-IT. BAG Co.. PO Box 
20372. Dallas. TX 75220. B A O SYN-PY-2. 
Active Ingredient*: (5-Benryl-3-furge) 
methyl 24-dlmcthy]~3-(2-metbylpropcnyl) 
c Kl jpropanecorboxylate 2.000%; Related 
compounds 0374%. Method of Support: 
Application prooeod* under 2(c) of interim 
policy. PM17 

EPA Pile Symbol 12455-RU. Bell Lab.. Inc . 
PO Box 6133. Mad bon WI 53705. RODENT 
CAKE. Active Ingredirnts: DJpharlnonc (2- 
diphenyUcetyl - 13 . indandlone) 0.006%. 
Method of Support: Aj plication proceed* 
uuder 2(c) of Interim policy. PMll 
EPA PUe Symbol 8853-EK. BE3-TKX Insec- 
Ucide* Co„ Inc.. PO Box 684. San Angelo 
TX 76801. BES-TEX SYSTEMIC HOME A 
GARDEN 8PRAY. Active Ingredient*: Di- 
mclhoate (0.0-dimethyl S-1N-mcthylcar- 
bamoylmethylJphospharodlthiOete). Meth¬ 
od of Support: Application proceed* under 
2(c) of Interim policy. PM 16 
EPA Pile Symbol 6853 ER. BES-TKX Insec- 
°°- Ioc * bes-tkx BIOTROL XK 
^ETTABLE POWDER. AcUve Ingredient*: 
pkcillua Uiuringten*!* Berliner (Contain* 
7600 International Unit* of Potency per 
milligram of product (12 billion viable 


spores per gram). Equivalent to 3.4 billion 
International Units per pound.) 14%. 
Method of Support: Application proceed* 
under 2(c) of interim policy. PM17 

EPA File Symbol 34571-1. BETZ BNTEC. Inc., 
2500 Oflkce Center. Willow Grove PA 19000. 
BKTZ ENTBC 347. Active Ingredient*: Cop¬ 
per sulfate 164%; N-Alkyl (012-40%. 
04-50%. 04-10%) dimethyl benzyl am¬ 
monium chloride 54%. Method of Sup¬ 
port: Application proceeds under 2(c) of 
interim policy. PM31 

KPA File Symbol 6887 RNI. Black Leaf Prod. 
Co.. 877 N. state St.. Elgin IL 60120. BLACK 
I.EAP TOMATO A VEGETABLE LIQUID 
SPRAY. Active Ingredients: Carbaryl (1- 
Napthyl - N - Methylcarbamate) 224%. 
Method of Support: Application prooeed* 
under 2(c) of interim policy. PM 12 

KPA File Symbol 6887-RNO. Black Leaf Prod. 
Co. BLACK LEAF BAGWORM SPRAY. Ac¬ 
tive Ingredient*: 0,0-diethyl 0-(2-t*opro- 
pyl-4-methyl-6-pyrUnldlnyl) phoephoro- 
tbioate 124%; Aromatic Petroleum Deriv¬ 
ative Solvents 724%. Method of Support: 
Application proceed* under 2(c) of In¬ 
terim policy. PM 15 

El’A File Symbol 446<L-GT. Chem ex Chemi¬ 
cal* and Coating* Co.. Inc., VO Box 6072. 
Tamp* FL 33605. CHEMEX FLYING IN¬ 
SECTICIDE SPRAY. AcUve Ingredient*. 
Pyrethrins 040%; Piperonyi butoxide. tech¬ 
nical 0.6*^; N-octyl btcyciohepiene dicar- 
beximide 1.00%; Petroleum distillate 610% . 
Method of Support: Application proceed* 
under 2(c) of interim policy. PM17 

KPA File Symbol 7476 El. Chem-Pak Co.. PO 
Box 430767. So. Mluni FL 33143. KLKAR- 
ALL. AcUve Ingredient*: O.O.O'. O -Tetra¬ 
ethyl S. S'melhylcne bl* phasphcrodltblo- 
ate (related compound* 0.12%) 44%; Pe¬ 
troleum OU* 884%. Method of Support: 
Application proceeds under 2(c) of Interim 
policy. PM16 

EPA File Symbol 34221-RR Chem rile Corp., 
12600 S. Daphne Ave.. Hawthorne CA 90260. 
CR L00 ALQAERITE B. Active Ingredient*: 
Dleodlum cyanodithiclmldocarbonatc 
440%; Polaaanim N-methyldithlocarba- 
mste 6.76%. Method of Support: Applica¬ 
tion proceed* under 2(b) or interim policy. 
PM22 

EPA File Symbol 8201-RG Chem-Tex. Inc.. 
PO Box 11187. Anderson SC 2962 L CTX-802 
OIL BASE LIQUID. Active Ingredient* (6- 
Benvy 1-3-fury I) methyl 2. 2-dlmethyl-3-(2- 
methylpropenyl) cydopropaoecarboxylate 
0.250%; Related compounds 0.034%; Aro¬ 
matic petroleum hydrocarbon* 0.456%; Pe¬ 
troleum distillate 99450%. Method of Sup¬ 
port; Application proceed* under 2(e) of 
interim policy. PM 17 

EPA Reg. No. 239-2419. Chevron Chem. Co. 
Ortho Div., 940 Her.slry 8*. Richmond CA 
94804. ORTHENE TOBACCO INSECT 
SPRAY. Active Ingredients: Acephatc (OB- 
Dimethyl acetylphorphoramidothloate) 

75.0%. Method of Support: Application pro¬ 
ceed* under 2(a) of Interim policy. PM16 

EPA File Symbol 239-EUGT. Chevron Chem. 
Oo ORTHOCIDE 4 FLOW ABLE (FUNCU- 
CIDK). Active Ingredient*: CapUn 38.0 «JS 
Method of Support: Application proceed* 
under 2(c) of interim policy. PM21 

EPA File Symbol 239-EUGI. Chevron Chem 
Co. ORTHO VEGETABLE AND GARDEN 
FUNGICIDE Active IngredienU: Chloro- 
thalonD (Tetrachlorolaophthalonttrlle) 
29.6%. Method of Support: Application 
proceed* under 2(c) of interim policy. 
PM21 

EPA File Symbol 5748-UO. Household Prod. 
Div.. Con wood Corp.. 701 N. Main St.. Mem¬ 
phis TN 33101. HOT SHOT STRIKE ROACH 
AND ANT KILLER. Active Ingredient*: 
Pyrelhrin* 0450%; Technical Piperonyi 
Butoxide 0.076%; N-Octyl Blcyclohcpteno 


Dtcorboxlmlde 0.125%; 2-<l-Methylethoxy) 
phenol methylcarbamate 1.000%; Petro¬ 
leum Dio till ales 82.750%. Method of Sup¬ 
port: Application proceed* under 2(c) of 
interim policy. PM12 

EPA File Symbol 5748-LM. Household Prod. 
Div. HOT SHOT STRIKE FLY AND MOS¬ 
QUITO KILLER. Active 1 ngredlenta: Pjrre- 
thiin* 0.150%; Technical Piperonyi Bu¬ 
toxide 0400%; N-Octyl Blcydoheptene Dl- 
carboxlmide 0.500%; Petroleum Distillates 
98300% . Method of Support: Application 
proceeds under 2(c) of Interim policy* PM17 

KPA File Symbol T273-RLL. Crown Chemical*. 
4995 N. Main Si.. Rockford IL 61101 
CROWN VEGETATION KILLER. Active In¬ 
gredient*: Prometon: 2,4-bi* (Isopropyl- 
amino) -6-roethoxy-J-triaxlne 3.78%; Pe¬ 
troleum distillate 81.04%. Method of Sup¬ 
port: Application proceed* under 2(c) of 
Interim policy. PM2S 

KPA File Symbol 727t-BUL. Grown Chemical* 
CROWN "READY TO U8B" VEGETATION 
KILLER. Active Ingredients: Prometon: 
2.4-bla (Isopropylamlno) -6-methoxy-i-trla- 
aine 14%; Petroleum dint ill* te 94.0 r . 
Method of Support: Appllcattcn proceed'; 
under 2(c) of interim policy. PM25 

KPA File Symbol 0461-OR. Oelnreao Ccailng* 
St Specialties Co.. Dcvoe A Raynold* Co 
(Marine Dlv.). PO Box 00038. J«**>rK»ntrwn 
KY 40290. NAVI COTE FISHERMAN S 
PI. ASTI C ANTI-FOUL INO PAINT—MD 
3640. Active Ingredients: Cuprous Oxide 
25.0%. Method of Support: Application 
proceed* under 2<c) of Interim policy. PM22 

EPA File Symbol 1016-AN. Douglas Chemical 
Co.. PO BOX 297, liberty MO 64068. DOUO- 
LA8 D-368 SOLVENT. Active Ingredients: 
Carbon Tetrachloride 82.08%; Carbon Di¬ 
sulfide 16.29%; Ethylene Dibromtde J22* ►; 
Pentane 0.40%. Method of Support: Ap¬ 
plication proceed* tinder 2(c) of Interim 
policy. PMll 

EPA File Symbol 1012-LO Doucla* Chemical 
Co. DOUGLAS F-310 SOT .VENT Active In¬ 
gredients: Corbou Tetrachloride 99.75%: 
Carbon Disulfide 0.25%. Method of Sup¬ 
port: Appllcattcn proceeds under 2(c) of 
Interim policy. PMll 

EPA Reg No. 464-393. The Dow Chemical Co . 
PO Box 1706. Mid laud MI 48640 DOW 
PLICTRAN SOW MITICIDE. AcUve Ingredi¬ 
ent*: TrlcyclohexyiUn hydroxide 50 0%. 
Method of Support: Application proceed* 
under 2(a) of Interim policy. Republished. 
Added use*. PM13 

EPA File Symbol 2127-A. Dumont Sale* Oo , 
4400 Garfield SL. Denver Co. 86216. DU-O 
SAN. AcUve Ingredient*: n-alkyl (60 r . 
Cl4. 80% Cl6. 5% Cl2, 6% CIS) dimethyl 
henry! ammonium chloride* 5 0%; n-Alkyl 
( 68 % C12. 32% Cl 4) dimethyl ethylbensyl 
ammonium chloride* 54%. Method of Sup¬ 
port: Application proceed* under 2(b) of 
interim policy. PM31 

EPA File Symbol 2127-L. Dumont Sale* Co. 
BAN-O-KLEEN. Active Ingredient*: n-Alkyl 
(60% C14, 30% Cl6, 6% C12. B% C18) di¬ 
methyl benzyl ammonium chloride* 2.25^ . 
n-Alkyi (68% C12, 32% CI4) dimethyl 
ethyl benzyl ammonium chloride* 2.25%; 
Sodium Carbonate 3.00%; Tetrasodium 
ethylencdlamtne tetraacetate 1.00%. Meth¬ 
od of Support: Application proceed* under 
2(b) of interim policy. PM31 

EPA Reg. No. 302 354. V. I. Dupont DeNe- 
monrs A Co., 7058 Dupont Bldg., Wilming¬ 
ton DK 19898. BENLATE BENOMYL FUN¬ 
GICIDE PLUS CArTAN FUNGICIDE TANK 
MIXTURE—APPLES Active IngredienU: 
Ben amyl | Methyl l-(btrty1carbamoyl)-2 
benxtmldazolecarbaxnate 50.0%. Method of 
Support: Application proceed* under 2(b) 
of interim policy. Republished: Added uses. 
PM22 
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EPA Reg. No. 8343-7. Gabriel Chemicals. L*.d., 
204 21 Hi Ave. Paterson NJ 07809. AORX- 
SECT BRAND MALATHION 80 EC. Acthre 
Ingredients: MalathIon 80.00%; Aromatic 
Petroleum Derivative Solvent 7.78%. Meth¬ 
od of Support: Application proceeds under 
2(c) of interim policy PMIO 

EPA Pile Symbol 2311 RL. The HAAO Lab.. 
Ino.. 14010 8. Seeley Are.. Blue Island IL 
60400 FTP GERMICIDAL LIQUID DETER- 
OENT. Active Ingredients: Petro 11 8 00%; 
Isopropyl alcohol, anhydrous 0 75%; Potas¬ 
sium la urate 3.22%; Ortho-benzyl-para- 
chlorophenol 235%; Ortho-phenylphenol 
2 j 00% ; Potassium myristalo 1 08%; 4-chlo- 
ro-2-phenylphenol 1.28%: Para-tertiary 
amylphenol 1.00%; Tetrasodlum ethylene- 
dlsmtne tetraacetate 0.78%; O-chloro-2- 
phenylphenol 0.48%: Related phenolic and 
chloro-phrnollc compounds 024%. Method 
of 8upport: Application proceeds under 2 
(c) of interim policy. PM a 2 

EPA File Symbol 2596-AN. The Hartz Moun¬ 
tain Corp, 700 8. 4th St.. Harrison NJ 
07029. HARTZ MOUNTAIN 120 DAY CAT 
FLEA KtLLlNO TAG Active Ingredients: 
2.2-dichlorovlnyl dimethyl phosphate 
18.8%; Related compounds 1.4%. Method 
of Support; Application proceeds under 2 
(c) of interim policy. PMI3 

EPA Pile Symbol 2393-E'U. Hopkins Agricul¬ 
tural Chom. Co . PO Box 584. Madison WI 
53701. IIOPKTN8 ATRAZTNE TECHNICAL, 
Active Ingredlente: A trail no (2-Cb loro-4 
[ ethylamlno]) 6 (leopropy lam t no-3-ma¬ 

rine) 95.00%; Related active tMaxine com¬ 
pounds 5.00% Method of Support: Appli¬ 
cation proceeds under 2(c) of interim 
policy. PM25 

EPA Pile Symbol 1182 EN Hubman Chemi¬ 
cals, 1123 W. Good ale Blvd., Columbus OH 
43212. SANAMAX M7. Active Ingredients: 
Alkyl (C14. 58%; CIO, 28%; C12. 14%) di¬ 
methyl benzyl ammonium chloride 2.0%; 
Isopropanol 2.0%; Methyl salicylate 0 5%. 
Method of Support: Application proceeds 
under 2(c) of Interim policy. PM32 

EPA Pile Symbol 1182-ER. Hubman Chemi¬ 
cals. SANAMAX PO. Active Ingredients: 
Isopropanol 4.75%; Pine oil 3.95; Alkyl 
(C14, 58%; C16, 28%; C12. 14%) dimethyl 
benzyl ammonium chloride 137%. Method 
of Support: Application proceeds under 2 
(c) of interim policy. PM32 

EPA Pile Symbol 1182 RO. Hubman Chemi¬ 
cals. SANAMAX LI5. Active Ingredients: 
Alkyl C14. 68%; C16. 28%; C12 14%) di¬ 
methyl benzyl ammonium chloride 4 0%; 
Isopropanol 20%; Eweutlal oils 08%. 
Method of Support: Application proceeds 
under 2(c) of interim policy. PM31 

EPA File Symbol 30301 R. J-CHEM. PO Box 
6421. Houston TX 77012. J-PYREDI-510 
SYNERO!ZED PYRETHRIN8 MILL SPRAY. 
Active Ingredients: PyreUirtns 0.60%; Pi- 
peronyl Butoxlde Technical 3.00% Petro¬ 
leum distillate 90.60%. Method of Support: 
Application proceeds under 2(c) of interim 
policy. PM17 

EPA Pile Symbol 13083-0. L B. Krcmer CO„ 
PO Box 221 16870 W. 10 Mile Rd . South- 
field MI 48075. ALGICIDE #711. Active In¬ 
gredient*: Dlsodlum cyanodlthtoimldocar- 
bonate 736%; PoUAsium N-methyldithlo- 
carbamate 10.15%. Method of 8upport: Ap¬ 
plication proceeds under 2(b) of Interim 
policy. PM22 

EPA Fllo Symbol 13683-U. I. B. Kremer Co. 
ALGICIDE #713. Active Ingredients: Di- 
sodium cyanodlthiomldocarbonate 3.08%; 
Potassium N-methyldlthiocarbamate 
5.07%. Method of 8upport: Application 
proceeds under 2(b) of Interim policy. 
PM22 

EPA File Symbol 939-UR. E. H. Leltte Oo.. 
PO Box 180, Lake Elmo MN 56042. LETITK # 
METHYL BROMIDE PLUS. Active Ingredl- * 
onto: Methyl Bromldo 9C 90%; Ethylene 


Dibromlde 10.00%. Method of Support: Ap¬ 
plication proceeds under 2(c) of interim 
policy. PM11 

EPA File Symbol 10324-EW. Mason Chem Co.. 
5253 West Belmont Ave.. Chicago IL 00041. 
MAQUAT NK 50%. Active Ingredients: 
n-Alkyl (60% C14. 25% C12 and 16% C16) 
dimethyl benzyl ummonium chloMde 
60.0%. Method of Support: Application 
proceeds under 2(c) of Interim policy, 
PM31 

EPA Pile Symbol 2434-1. Mercury Supply Co.. 
901 Second Ave.. South. Nashville TN 37210, 
MERCO MINT ODOR DISINFECTANT 
PHENOL COEFFICIENT 7. Active Ingredi¬ 
ents: Alkyl (C14, 68%; Cl«. 28%; C12, 
14%) dimethyl benzyl ammonium chlo¬ 
ride 2.0%; Isopropanol 2.0%; Methyl salic¬ 
ylate 0.5%. Method of 8upport: Applica¬ 
tion proceeds under 2(c) of Interim policy. 
PM31 

EPA File Symbol 2434-T. Mercury 8upply Co. 
MERCO PINE ODOR DISINFECTANT, 
PHENOL COEFFICIENT 0. Active Ingredi¬ 
ents: Isopropanol 4.76%; Pine oil 395%; 
Alkyl (C14. 58%; C10. 28%; C12. 14%) di¬ 
methyl benzyl ammonium chloride 197%. 
Method of Support: Application proceeds 
under 2(0) of interim policy. PM32 

EPA Pile Symbol 11602-L. Molar Enterprises, 
Inc.. 1821 Hennepin Ave.. So., Minneapolis 
MN 56403. MOLAR HI-CQ. Active Ingredi¬ 
ents: Octyl Decyl Dimethyl Ammonium 
Chloride 3.760%: Dtoctyl Dimethyl Ammo¬ 
nium Chloride 1.875%; Dldecyl Dimethyl 
Ammonium Chloride 1.876%; Alkyl (C14. 
60%; C12.40%; C10.10%) Benzyl Dimethyl 
Ammonium Chloride 5.000%; Tetrasodlum 
Ethylonedlamlne Tetraacetate 3.420%; Iso¬ 
propyl Alcohol 3.000%; Ethyl Alcohol 
1.000%. Method of 8upport: Application 
proceeds under 2(b) of interim policy. 
PM31 

KPA Pile Symbol 4470-TI. Morton Pharma¬ 
ceuticals. 1625 39 North Highland. Mem¬ 
phis TN 38106. MORTON MOTH PROOFER. 
Active Ingredients: (5-Benzyl-3-fury 1) 

methyl 23-dlxnethyl-3-(2-melhyipropenyl) 
cyclopropanecarboxylAte 0 250% ; Related 
compounds 0 034%; Aromatic petroleum 
hydrocarbons 0.332%. Method of Support: 
Application proceeds under 2(c) of Interim 
policy. PM 17 

EPA File Symbol 7001 -EKN. Occidental 
Chomical Co.. PO Box 198. Lathrop CA 
95330 DIAZINON 14 ORANULES. Active 
Ingredients: 0.0-dlethyl 0-(2-isopropyl- 
6-Methyl-4-pyrimldlnyl) phoephorothloato 
14.0%. Method of 8upport: Application 
proceeds under 2(c) of Interim policy. 
PM15 

EPA FUe 8yniboi 7001 ERI. Occidental 
Chemical Co. DIAZINON 3 DUST. Active 
Ingredients: O.o-di ethyl 0-(2-lsopropyl- 
6-Mcthyl-4-pyrimldinyl) phoephorothloalo 
3.0%. Method of Support: Application pro¬ 
ceeds under 2(c) of Interim policy. PMI5 

KPA File Symbol 7001-ERO. Occidental 
Chemical Co. D1BROM 4 DUST. Active In¬ 
gredients: Noled 4.0%. Method of Support: 
Application proceeds under 2(c) of lutertm 
policy. PM10 

EPA Reg. No. 7001-42. Occidental Chemical 
Co. BBC 12-K. Active Ingredient: 1,2- 
Dtbromo-3-Cbloropropane and related Hal¬ 
ogens ted C3 Allphatlcs 85.4%. Method of 
Support: Application proceeds under 2(c) 
of interim policy PM21 

EPA Pile Symbol 35940 R Petro Con Chem¬ 
ical CO.. 181 W. 231st St.. Bronx NY 10463. 
PETRO-NAB-1. Active Ingredients: Dtsodi- 
um cyanodlthiomldocarbonate 735%; Po¬ 
tassium N-methyldlthiocarbamate 10.16%. 
Method of Support: Application proceeds 
under 2(b) of Interim policy. PM22 

KPA Pile Symbol 35940-E. Petro Con Chem¬ 
ical Co. PKTRO-NAB-3. Active Ingredi¬ 
ents: Dlsodlum cyanodlthlolmldocarbonate 


3.08%; Potassium N-methyldlthlocarba- 
mate 5.07%. Method of Support: Applica¬ 
tion proceeds tinder 2(b) of interim policy. 
PM23 

EPA Pile Symbol 4691-RNL. Philips Roxarte, 
Inc., 2021 North Belt Highway, St. Joseph 
MO 64502. FLEA A LICE 8HAMPOO (IN¬ 
SECTICIDAL SHAMPOO). Active Ingredi¬ 
ents: Gamma Isomer of Benzene Hexachto- 
ride from Lindane 0.097% Method of Sup¬ 
port: Application proceeds under 2(c) of 
interim policy. PM15 

EPA Pile Symbol 35938-L. Pittsburgh Water 
A- Waste Oo„ PO Box 72. Sarver PA 10056. 
ECOCIDE 1160. Active Ingredients: Dl¬ 
sodlum cyanodlthlotmidocarbonate 4.90%; 
Potassium N - methyldllhlocarbamate 
6.70%. Method of Support: Appllcatlcn 
proceeds under 2(b) of Interim policy. 
PM22 

EPA Pile Symbol 3503A-U. Pittsburgh Water 
ic Waste Co. ECO-CIDE 175. Active Ingre¬ 
dients: Dlsodlum cyanodithlolmidocarboli¬ 
ttle 7.35%; Potavalnm N-methyldlthlocar¬ 
bamate 10.16%. Method of Support: Ap¬ 
plication proceeds under 2(b) of Interim 
policy PM22 

EPA Pile Symbol 004-EUE B. O. Pratt Divi¬ 
sion. Gabriel Chemicals Ltd.. 204 21st Are., 
Paterson NJ 07609 RESMETHRIN 3 IN¬ 
SECT SPRAY. Active Ingredient* (5- 
Benzyl-3-furyI) methyl 2.2-dlmothyl-3-i2- 
m e t h y I p rope n y l) cyclop ropanccarbaxy la !e 
0.300%; Related compounds 0.041%; Aro¬ 
matic petroleum hydrocarbons 0 397'£; 
Petroleum distillate 99.250%. Method of 
Support: Application prooeeds under 2(c) 
of interim policy. PM 17 

EPA FUe Symbol 904-EUG B. O. Pratt Divi¬ 
sion. MALATHION ULV CONCENTRATE 
INSECTICIDE Active Ingredients: Mals- 
thlon 95%. Method of 8upport: Applica¬ 
tion proceeds under 2(c) of interim policy. 
PM10 

EPA Fllo 8ymbol 11824-R. Precise Chemical 
and Equip. Ltd.. 5784 Second 8t.. N£, 
Washington DC 20011. MOM’S MINT DIS¬ 
INFECTANT. Active Ingredients: Alkyl 
(CI4. 58%; C16. 28%; C12, 14%) dimethyl 
benzyl ammonium chloride 2.0%: Isopro¬ 
panol 2.0%; Methyl salicylate 0.5%. Meth¬ 
od of Support: Application proceeds under 
2(c) of interim policy. PM32 

EPA File Symbol 11824-0. Precise Chem teal 
and Equip. Ltd. NEEDLE PINE ODOR DIS¬ 
INFECTANT. Active Ingredients; laopro- 
panol 4 75%; Pine oil 3.05%; Alkyl (C14, 
58%; C10. 28%; C12. 14%) dimethyl benzyl 
ammonium chloride 197%. Method of 
Support: Application proceeds under 2(c) 
of interim policy. PM32 

EPA Pile Symbol 11824-E Precise Chemical 
and Equip. Ltd. LEMON TWIST DISIN¬ 
FECTANT. Active Ingredients: Alkyl (C14. 
58%: C10.28%; CI2, 14%) dlmelhyl benzyl 
ammonium chloride 2.00%; Isopropanol 
1.00%; Essential oils 025%. Method of 
Support: Application proceeds under 2(c) 
of interim policy. PM31 

EPA Pile Symbol 10742-1. Prtnova Co.. Inc.. 
982 Terminal Way. San Carlos CA 94070. 
IADRIN HDO. Active Ingredients Octyl 
Decyl Dimethyl Ammonium Chloride 
4.50%; Dioctyl Dimethyl Ammonium 
Chloride 235%; Dldecyl Dimethyl Ammo¬ 
nium Chloride 235%; Tetrasodlum Ethyl- 
onodtamine Tetraacetate 2.40%; Isopropyl 
Alcohol 3.60%. Method of Support; Appli¬ 
cation proceeds under 2(b) of interim pol¬ 
icy. PM31 

EPA Fll# Symbol 10742-0. Prtnova Oo. Inc 
LADRIN TOILET BOWL CLEANER Active 
Inred tents: Octyl decyl dimethyl ammo¬ 
nium chloride 1350%; Dioctyl dimethyl 
ammonium chloride 0.625%; Dldecyl di¬ 
methyl ammonium chloride 0 025%; Alkyl 
<C8 7%. O10 8%. C12 40%. C14 24%. C?l6 
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10%, C18 6%) amino betaine 1,000%; Hy¬ 
drogen chloride 8 000%. Method of Sup¬ 
port: Application proceeds under 2(b) of 
interim policy. PM31 

EPA File Symbol 10742-T. Prinova Co.. Inc. 
LADRIN CLEANS AN. AcUve Ingredients: 
Ootyl Decyl Dimethyl Ammonium Chloride 
3.750%; Dioctyl Dimethyl Ammonium 
Chloride 14)76%; Dldecyl Dimethyl Ammo¬ 
nium Chloride 1.875%; Alkyl (CM. 50%; 
C12, 40%. CIO. 10%) Benzyl Dimethyl Am¬ 
monium Chloride 6.000%; Tetrasodium 
EMbylenedlamtne Tetraacetate 3.420%; Iso¬ 
propyl Alcohol 3.000%; Ethyl Alcohol 

I, 000%. Method of Support: Application 
proceeds under 2(b) of Interim policy. 
PM31 

EPA File Symbol 10742-RN. Prinova Co , Inc. 
LADRIN DISINFECTANT CLEANER < PR- 

II . AoUve Ingredients: Dldecyl dimethyl 
ammonium chloride 4.5%; Tetrasodium 
cthylenediamine tetraacetate 2.0%: Sodi¬ 
um carbonate 1.0%; Sodium metasillcate. 
anhydrous 0J>%. Method of Support: Ap¬ 
plication proceeds under 2(b) of Interim 
policy. PM3I 

KPA File Symbol 0852-UU. Rile-Off Oorp., 
163 Dupont St.. Plalnvlew NY 11803. RITE- 
OFF PROFESSIONAL CONCENTRATE. Ac¬ 
tive Ingredients: Pyrethrlns 0.5%; Ptper- 
onyl Butoxlde. Technical 4.0%; Petroleum 
Distillate 6.3%. Method of Support: Ap- 
pilcauon proceeds under 2(c) of Interim 
policy. PM17 

EPA Pile Symbol 638 ROU O. U. 8cott & 
Son*. Marysville OH 43040. 8TOP IN¬ 
SECTS AND DISEASE. Active IngredicnU; 
Diazlnon | O.O-diethy 1 -O- (2 - Isopropyl -6- 

metbyl-4-pyrtmidlnyl) phosphorothloate | 
1325%; Chlorotholonll (2.4,5.6-tetrachlo- 
roUophthilcmltrUe) 28 50%; 2.4-Dlnitro- 
fl-octyl phenylcrotonate) 2.6-Dlnltro-4- 
octyl phenylcrotonate) 3.04%; Nitrooctyl 
phenols (principally dlnltro) 021%; Kcl- 
thane |l,l-bts (chloroplienyl) -222-trl- 
chloroethanol) 660%. Method of Support: 
AppUcaUon proceeds under 2(c) of Interim 
policy. PM15 

EPA File Symbol 20101A Shell Chemical 
Co* Suite 200. 1025 Conn. Ave. NW. Wash¬ 
ington DC 20038 SHELL LIQUID ANT AND 
ROACH KILLER READY TO USE. Active 
Ingredients: 22-Dlchlorovinyl dimethyl 
phosphate 0.480%; Related compounds 
0 04Q%; Chlorpyrtfoe (O.O-dlethyl O- 
<3,5.6-trichloro-2-pyrldyl) phoephorothlo- 
ate) 0.260%; Petroleum distillates 
28 874%. Method of Support: Application 
proceeds under 2(c) of interim policy. 
Republished: Added ures. PMI3 

EPA File Symbol 201-Oil. Shell Chemical 
Co SHELL PROFESSIONAL ANT AND 
ROACH KILLER Active Ingredient): 22- 
Dlchlorovlnyi dimethyl phosphate 0.460%; 
Related compounds 0.040%; Chlorpyrlfoe 
(O.O-dlethyl O- (3,5,6-trichloro-2-pyridyl) 
phosphorothloate) 0.600%; Petroleum dls- 
nKstee 95 848?. . Method of Support: Ap¬ 
plication proceeds under 2(c) of Interim 
policy. PM 13 

EPA File Symbol 201-GIT Shell Chemical 
Co. SHELL PROFESSIONAL LIQUID ANT 
* ROACH KTI2J5R. Active IngredicnU: 
2,2-Dlchlorovlnyl dimethyl phosphate 
0.460%; Related compounds 0.040%; Chlor- 
pyrlfoa (O.O-dlethyl 0-(3.5,6-trlchloro-2- 
pyridyl) phosphorothloate) 0.600%; Pe¬ 
troleum distillates 98 348%. Method of 
Support: Application proceeds under 2(c) 
of interim policy. PM13 

KPA Pile Symbol 5693-LL. Shield Chemical 
Co.. Inc.. 21 University Rd., Canton HA 
02021. 8HIELD INDOOR AND OUTDOOR 
DOO AND CAT REPELLENT. Active In¬ 
gredients: Methyl Nonyl Ketone 12%; Re- 
Compounds 0.1%. Republished: 
Method at Support: Application proceeds 
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under 2(c) rather than 2(b) of interim 
policy. PMll 

EPA File Symbol 6720-ELA. Southern Mill 
Creek Products Co.. Inc., PO Box 1096, 
Tampa PL 83601. SMCP SBP 1382—0.5 
EC. Active IngredicnU: (5-Benzyl-3- 

turyl) methyl 22-dlmethyl-3-(2-methyl- 
propenyi) cyclopropanecarboxylale 6.6%; 
Related compounds 02%; Aromatic Pe¬ 
troleum Derivative Solvents 74 8%. Meth¬ 
od of Support: Application proceeds under 
2(c) of interim policy. PM17 

EPA File Symbol 11716-LN. Speer Products, 
Inc* 105 8. Parkway West., Memphis TN 
38100. SPEER CEDAR SCENTED MOTH 
PROOFER. Active IngredicnU: (6-Benzyl- 
3 - furyl) methyl 22 - dimethyl - 3 - <2 - 
methyipropenyl) cyclopropanecarboxylate 
0250%; Related compounds 0.034%; Aro¬ 
matic petroleum hydrocarbons 0232%. 
Method of Support: AppUcaUon proceeds 
under 2(c) of interim policy PMI7 

EPA File Symbol 10308 k Sumitomo Chem¬ 
ical Co., Ltd.. PwUlcide Dlv. 15. 5-chrome, 
Kltahama, Hlgashl-ku. Osaka, Japan. 
Agent: Sumitomo Chcm‘-U Co,. Ltd.. 1330 
Dillon Heights Ave . Baltimore MD 21228. 
FAST KNOCK DOWN WITH NEO-PYNA- 
MIN Active Ingredients: Tctramethrln 
0 200%; and related compounds 0.027%; 
3-pher.oxybenayl d-cls. trans chrysanthe- 
maU 0.100%; and related compounds 
0.011%; petroleum distillate 8.662%. Meth¬ 
od of Support: Application proceeds under 
2(b) of interim policy PM17 

EPA Kile Symbol 36369-R. Tampa Paint A 
Varnish Co* 8504 E Adamo Dr . Tampa FL 
33622. SEMINOLE PAINT W OOD PRE¬ 
SERVATIVE COPPER NAPHTHENATE. 
Active Ingredients: Copper NsphthenaU 
10%; Petroleum Solvent 90%. Method of 
Support: Application proceeds under 2(o) 
of Interim policy. PM22 

EPA File Symbol 6735-EGU. Tide ProducU. 
Inc.. PO Box 10 20, Ed i nbur g TX 78539. 
TIDE WEED A FEED WITH TREFLAN 

for corroN & soybeans- FALL AP¬ 
PLICATION. Active Ingredients; Trlflura- 
lln (a.a.a-trifluoro-2. 6-dlnltro-N, N-dlpro- 
pyl-p-toluldlne) 0.5% Method of Sup¬ 
port: Application proceeds tinder 2(c) of 
Interim policy. PM25 

EPA File Symbol 7401-ETE Voluntary Pur¬ 
chasing Groups, Inc., PO Box 460. Bonham 
TX 75418. HI- YIELD LIVESTOCK SPRAY 
NO. 1. Active IngredicnU: Tbxaphene 
(Technical Chlorinated Camphoric con¬ 
taining 67-60% Chlorine) 43.4%; Lindane- 
Gamma Isomer of benzene hexachlortde 
1.7%; Petroleum Distillate 252%; Aro¬ 
matic Petroleum Derivative Solvent 19.6%, 
Method of Support: Application proceeds 
under 2(c) of Interim policy. PM 15 

EPA File Symbol 7401-ETG. Voluntary Pur¬ 
chasing Groups, Inc* HI-YIELD GRAIN 
8TORAOE SPRAY. AcUve IngredicnU: 
Malatblon (O.O-dlmethyl dlthlophoaphate 
of diethyl mercaptosucclnate) 54%; Aro¬ 
matic Petroleum Derivative Solvent 34%. 
Method of Support: Application proceeds 
under 2(c) of interim policy. PM 16. 

EPA File Symbol 7401-ETR. Voluntary Pur¬ 
chasing Groups, Inc. HI- YIELD LIVE¬ 
STOCK SPRAY NO. 3 Active IngredicnU: 
Melhoxychlor. technical 232%; MalathIon 
(O.O-dimethyl dithiophoaphate of di¬ 
ethyl mercaptosucclnate) 232%; Aromatic 
Petroleum Derivatives Solvent 47.0%. 
Method of Support: Application proceeds 
under 2(c) of Interim policy. PM13 

EPA File Symbol 15265-RN. Wausau Chemi¬ 
cal Carp.. 2001 N. River Dr. Wausau WI 
54401. ROLAR BRAND FORMULA NUM¬ 
BER 34 IODINE SANITIZER AcUve In¬ 
gredients: Nonylphenoxpoly-Etbyleneoxy 
Ethanol Iodine Complex 13.76%; Phos¬ 
phoric Acid 8.00%. Method of Support: 
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Application proceeds under 2(c) of in¬ 
terim policy. PM34 

(FR Doc.75-13480 Filed 5-23-75;8:45 am) 


(PUL 379-8) 

CHEVRON CHEMICAL CO. 
Extension of Temporary Tolerances 

Chevron Chemical Co., 940 Hensley St., 
Richmond. CA 94804. wii granted tem¬ 
porary tolerances for residues of the 
fungicide captatol lcfs-N-(1.1.2,2-tctra- 
chloroethyl) thiol - 4 - cyclohexcne-1,2- 
dirarboxlmlde I in or on the raw agri¬ 
cultural commodities peanut hulls at 1 
part per million and peanuts at 0.1 part 
per million on May 31. 1974 in connec¬ 
tion with Pesticide Petition No. 4G1420 
(notice was published in the Federal 
Register of June 5, 1974 <39 FR 19978) >. 
These temporary tolerances expire 
May 31, 1975. 

The company has requested a 1-ycar 
extension of the fungicide in or on pea¬ 
nut hulls at 1 part per million and pea¬ 
nuts at 0.1 part per million to obtain ad- 
diUonol experimental data. 

It has been determined that such ex¬ 
tension of the temporary tolerances will 
protect the public health. They are 
therefore extended as requested on con¬ 
dition that the herbicide be used in 
accordance with the temporary permit 
being issued concurrently and which 
provides for distribution under the 
Chevron Chemical Co. name. 

These temporary tolerances expire 
May 22, 1976. Residues remaining in or 
on the above raw agricultural commodi¬ 
ties after expiration of these tolerances 
will not be considered actionable if the 
pesticide is legally applied during the 
term, and In accordance with provisions 
of the temporary permit/tolerances. 

This action is taken pursuant to pro¬ 
visions of the Federal Food. Drug, and 
Cosmetic Act (sec. 408<j). 68 Stat. 516; 
21 U.8.C. 346a(J>), the authority trans¬ 
ferred to the Administrator of the En¬ 
vironmental Protection Agency <35 FR 
15623). and the authority delegated by 
the Administrator to the Deputy Assist¬ 
ant Administrator for Pesticide Pro¬ 
grams (39 FR 18805). 

Dated: May 22, 1975. 

Edwin L. Johnson, 
Deputy Assistant Administrator 
for Pesticide Programs. 

[FR Doc.75-13822 FUed 5-23-75:8:46 am) 


FEDERAL COMMUNICATIONS 
COMMISSION 

RADIO TECHNICAL COMMISSION FOR 
AERONAUTICS 

Establishment of Special Committee 130 

The Federal Communications Commis¬ 
sion has determined that the establish¬ 
ment of Special Committee 130. 
"Reliability Specifications for Airborne 
Electronics Systems'*, os a subcommittee 
of the Radio Technical Commission for 
Aeronautics is in the public interest and 
necessary in order to discharge the 
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agency's responsibilities. Notice of es¬ 
tablishment Is hereby published. 

The purpose of RTCA Special Commit¬ 
tee 130 is to: Investigate the various 
means of determining and specifying 
reliability for electronic systems recom¬ 
mended by KTCA Minimum Performance 
Standards: Assess the significance of 
specifying MTBR <Mean Time Between 
Repair) and MTBF < Mean Time Between 
Failure) for safety of flight electrical 
and electronic equipment: Recommend 
which, if any. of these available tech¬ 
niques may be applicable far incorpora¬ 
tion Into Minimum Performance Stand¬ 
ards. During its investigations, the 
Special Committee should review the 
techniques employed by both civil and 
military agencies to improve reliability, 
and the result these techniques have 
achieved. 

It is expected that Special Committee 
130 will require approximately 6 meetings 
to complete its work. Pursuant to Pub. L. 
92—463, notices will be published for all 
meetings. Anyone who desires additional 
information concerning the work of Spe¬ 
cial Committee 130 may contact the 
RTCA Secretariat. Suite 655. 1717 H 
Street. NW, Washington. D.C. 20006, 
telephone <202 ) 296-0464. 

Federal Communications 
Commission. 

I seal 1 Vincent J. Mullins, 

Secretary. 

|F"R Doc.75-13707 Piled 5-23-75;8:45 am j 


DOMESTIC SATELLITE EARTH STATIONS 
Construction Permit Applications 

May 14. 1975. 

In Issuing construction permits and 
licenses for domestic satellite earth 
stations, the Commission specifics in the 
station authorisation the "range of azi¬ 
muths of center of main lobe of radia¬ 
tion with respect to true north" over 
which the earth station may be operated. 
This range of azimuths corresponds 
to the range of satellite orbital locations 
for which frequency coordination with 
terrestrial micxwave stations has been 
successfully completed In accordance 
with Subpart C of Part 25 of the rules 
and regulations. 

The Commission has recently become 
concerned with the fact that certain 
domestic satellite earth station appli¬ 
cants have been performing frequency 
coordination for a very limited portion 
of the geostationary arc <e.g. a 20 range 
of satellite orbital locations as compared 
to the range of 70" or more in satellite 
longitude which is potentially useable 
by United States domestic satellites). 
Moreover, it also appears that such earth 
station antennas have been constructed 
with mountings which can be physically 
steered only over such a limited range 
of azimuths and elevation angles without 
extensive alterations to the antenna 
mounting. 

While Part 25 allows frequency co¬ 
ordination with terrestrial microwave 
stations over a limited portion of the 
geostationary arc visible at the proposed 


earth station site and/or over a portion 
of the frequency band is) to be utilized 
by the station, domestic satellite earth 
station applicants are hereby given 
notice that the Commission may not be 
able to accommodate such operational re¬ 
strictions at particular earth stations In 
making or modifying domestic satellite 
orbital location assignments. Although 
the Commission will attempt to minimize 
the negative consequences on the 
operations of any domestic satellite 
earth station that may be authorized 
with such operational restrictions, the 
applicant will be required to accept any 
consequences that could result from such 
restrictions on operational flexibility. 
For this reason, domestic satellite earth 
station applicants arc urged to perform 
frequency coordination with terrestrial 
microwave stations over ns wide a range 
of satellite orbital locations and fre¬ 
quency as possible to maximize the op¬ 
erational flexibility of their proposed 
earth stations. The earth station an¬ 
tenna mounting must be physically 
capable of movement over the entire 
range of the geostationary satellite 
arc visible at the earth station for which 
frequency coordination lias been per¬ 
formed Moreover, we urge that the an¬ 
tenna be cabbie of movement over the 
entire orbital arc potentially useable by 
United States domestic satellites 
whether or not frequency coordination 
has been performed over the entire arc. 

Accordingly, domestic satellite earth 
station applicants who do not perform 
frequency coordination over the entire 
range of satellite orbital locations from 
about 70* West to about 135* West suit¬ 
able for use by domestic satellites or the 
entire 3700-4200 MHz and'or 5925-6425 
MHz frequency bonds should Include In 
their applications a statement why such 
coordination Is not practical. Applicants 
should also Include In their applications 
a description of the physical mounting 
and steering capabilities of the proposed 
earth station antenna. Including the 
range of azimuths and elevation angles 
over which the antenna can be steered. 
In the event that the range over which 
the antenna can be physically steered is 
less than the range over which frequency 
coordination has been effected, a justi¬ 
fication for such a limitation should be 
included In the application. 

Federal Communications 
Commission. 

TsealI Vincent J. Mullins. 

Secretary. 

| TO Doc.75-13704 Filed 5-23-75:6:45 am) 


WARC LAND MOBILE WORKING 
GROUP 

Meeting 

To assist In FCC preparations activ¬ 
ities for the 1979 World Administrative 
Radio Conference <WARC>. the Land 
MobUe Working Group, headed by Neal 
Pike, will hold its second meeting on 
June 4. 1975 from 9 a.ra. to 4 p.m. at the 
Commission’s office at 2025 M Street 
NW.. Washington. D.C. in Room 8210. 


The meeting will be open to the public 
and any member of the public is invited 
to participate and present oral or writ¬ 
ten statements of relevance to the agenda 
upon recognition by the Chairman. 

The meeting will be conducted In ac¬ 
cordance with the following agenda: 

i. Coil of the agenda. 

3. Opening Remark* of the Chairman. 

3. Prugretn report* from the Informal Sub¬ 
group Chairman. 

4. DiscusUon and review of work program 
to date. 

5. Delineation of main subjects far future 
work and estabil«hmeiu of Informal ecbed- 
ules to nccompUah this work. 

6. Set next meeting date. 

7. Further business. 

8. Adjournment. 

No part of this meeting will be con¬ 
cerned with matters which are within 
the exemptions of the Public Informa¬ 
tion Act. 5 U.8.C. 55s(b). 

Federal Communications 
Commission. 

1 seal ] Vincent J. Mullins. 

Secretary. 

I TO Doc.76-13706 Filed 5-23 75;8:45 am) 


(Docket No. 16875) 

WORKING GROUPS 

Reports Submitted To the Common 
Carrier Bureau 

Mat 20.1975. 

The Chief, Common Carrier Bureau, 
has received the reports from the Traffic 
Forecasting. Service Reliability, and 
Economics Working Groups set up under 
Docket No. 18875 as Informal groups 
composed of representatives from gov¬ 
ernment and Industry. These groups 
were charged with the task of discussing, 
analyzing and presenting information to 
the Bureau with respect to the above 
subject matters for the sole purpose of 
assisting the Commission in executing 
its responsibilities within the terqis of 
reference of Docket No. 18875. 

The Common Carrier Bureau stall is 
reviewing the reports in preparation for 
the forthcoming meeting to be held in 
June 1975 with European entities to dis¬ 
cuss the factors that should be con¬ 
sidered in establishing guidelines for the 
implementation of transatlantic facil¬ 
ities. 

The three reports submitted are In¬ 
formal. and no definitive conclusions 
should be di^awn at this time while the 
work under Docket No. 18875 Is pro¬ 
ceeding. 

Anyone desiring copies of these reports 
may obtain them by contacting the FCC 
duplicating contractor at the following 
address: 

Downtown Copy Center 
1730 K Street NW 
Washington, D C 20006 
Telephone 453-1422 or 337-1168. 

The ordering party will be billed by the 
contractor. 

A copy of each of these reports is 
available for public inspection in Room 
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546 at the Commission's offices at 1919 
M Street NW, Washington, D.C. 

Federal Communication* 
Commission. 

fscALl Vincent J. Mullins, 

Secretary . 

|FR Doc.75-13705 Piled 5-33-75:8:45 ami 


(Report No. 754) 

COMMON CARRIER SERVICES 
INFORMATION 1 

Domestic Public Radio Services 

Applications Accepted for Filing 1 

May 19, 1975. 

Pursuant to 18 1.227(b)(3) and 21.30 
(b) of the Commission's rules, an ap¬ 
plication, In order to be considered with 
any domestic public radio services appli¬ 
cation appearing on the attached life*, 
must be substantially complete ana 
tendered for filing by whichever date is 
earlier: (a) the close of business one 
business day preceding the day on which 
the Commission takes action on the pre¬ 
viously filed application: or <b) within 
GO days after the date of the public notice 
lifting the first prior filed application 
(with which subsequent applications ore 
in conflict) as having been accepted for 
filing. An application which is subse¬ 
quently amended by a major change will 
be considered to be a newly filed applica¬ 
tion. It La to be noted that the cut-off 
dates are set forth in the alternative — 
applications will be entitled to considera¬ 
tion with those listed in the appendix if 
filed by the end of the 60 day period, only 
if the Commission has not acted upon the 
application by that time pursuant to the 
first alternative earlier date. The mutual 
exclusivity rights of a new application are 
governed by the earliest action with re¬ 
spect to any one of the earUcr filed con¬ 
flicting applications. 

The attention of any party in interest 
deMrtng to file pleadings pursuant to sec¬ 
tion 309 of the Communications Act of 
1934, as amended, concerning any domes¬ 
tic public radio scrvloes application ac¬ 
cepted for filing. Is directed to 121.27 
of the Commission's rules for provisions 
governing the time for filing and other 
requirements relating to such pleadings. 

Federal Communications 
Commission. 

I seal! Vincent J. Mullins, 

Secretary. 

AFrurATioNS Accepted For Filing 
domtxtic rtruLic land mobile radio service 

ai5S7-CD-P-(ft)- 76 1 Radio Electronic* Prod¬ 
uct* Carp. (KMD687), CP. for additional 


' All Application* listed below Are mbjcct 
to further consideration and review and may 
ue returned and/or dismissed If not found to 
j>e In accordance with the Commission's 
RuIcb, regulations and other requirement*. 

J Tbe Above alternative cut-off rules apply 
to those applications listed below at having 
oeen accepted In Domestic Public Land Mo¬ 
ri, Radio, Rural Radio. PoInt-to-Point 
Microwave Radio and Local Television Trans- 
roiaaion Service* (Part 31 of the rule*). 


facilities to operate on 454.075 and 454 125 
MHz. Base and 72.78 MHz, Repeater at Loc. 
#1: Shasta Bally Mountain; 75.64 and 454.- 
135 MHz, Control at Loc. #2: 310 Lake 
Boulevard. Redding. California. 

21508-CD-P-(3)-75, The Pacific Telephone 
and Telegraph Company (KME435), CP. to 
change antenna system for 152.54 and 
152 80 MHz: and relocate standby facilities 
at Loc. #2 operating on 152.54 and 162.60 
MHz to be located at Loc. 31: 2.8 Miles 
North of Edgemont, Box 8prtr.g Mountain, 
California. 

21669-CD-P-76, Vlnoennea Telephone An¬ 
swering Service, Inc. (New), C.P. for a new 
station to operate on 162.16 MHz to be 
located at Decker Road and Highway 41, 2.1 
miles South of Vincennes. Indiana. 

21570-CD-P-75. Telcom Corporation (New), 
CP. for a new one-way ntatlon to operate 
on 35.22 MHz to be located 1950 feet South 
of Old Albany Road, Shelburne, Massa¬ 
chusetts. 

21571-CD-AL-75, R. Harvey Squires d-bn. 
Rockfi»h Radio Telephone Service* Consent 
to Assignment of License from R. Harvey 
Squire* d.b*. Rockfish Radio Telephone 
Services, Amipnor to Lynwood A. William* 
d bn. Rockfish Radio Telephone Services. 
Assignee. StaUon: KUS22D. Wallace, North 
Carolina. 

21572-CD-Alr-(2)-75. Maine 8tate Telephone 
Company, Consent to Assignment of Li¬ 
cense from Maine State Telehone Company. 
Asidgnor to Continental Telephone Com¬ 
pany of Maine, Assignee. Station*: KCl294 
and KCI2G8, Concord, New Hampshire. 

2I573~CD-P-(4)-76, Mobile Telephone Com¬ 
pany of New Jersey (KR8620), CP. for 
additional facilities* to operate on 454.075, 
454.125. 454.175. and 454.325 MHz to be 
located at Cuthbert Colonial Builders. R 
Cuthbert Blvd. and MacArthur Blvd.. 
Wentmont, New Jersey. 

31574-CD-P -75. The Mountain State* Tele¬ 
phone and Telegraph Company (KAD517), 
CP. to change antenna system and relocate 
facilities operattng on 152.76 MHz. to be 
located 8 miles WNW of Rangely, Colorado. 

21575-CD-P-(4)-75. Radio Dispatch Service 
(KJJ362). CP. to change antenna system 
or facilities operating on 454.025 and 454 - 
135 MHz at Loc. #1: 2140 Warwick Road. 
Birmingham. Alabama: and 454.035 and 
454.125 MHz at Loo. #8: Highway 150 near 
Reader* Clap. Bessemer. Alabama. 

21576- CD- P-75, McClellan vllle Telephone 
Company. Inc. (New), CP. for a new sta¬ 
tion to operate on 152.76 MHz to be located 
Near Intersection of Hwy. 08. 17 and 45. 
0.5 mile NW of McClellanvtlle. South 
Carolina. 

Correctiona 

21603-CD-P-76. New England Telephone A 
Telegraph Company f KCA207), Correct 
location to read: Off Hoggetta Rood. 4.2 
mile* West of Andover, Massachusetts. All 
other particular* are to remain the same as 
reported on PN #753. dated May 12, 1975. 

Rural Radio—Correction 

60329 CR-P-75, RCA Alaska Communica¬ 
tions, Inc. (New), Correct Class of Station 
to read I liter-Office. All other particulars 
are to remain the same a* reported on PN 
#762 dated May 6. 1976. 

Rural Radio 

60338- CR-AL-75, Maine State Telephone 
Company. Consent to Assignment of 
License from Maine State Telephone Com¬ 
pany. Assignor to Continental Telephone 
Company of Maine, Assignee. Station: 
KTQ92. Concord, New Hampshire. 

00339 CR-P-76, United Telephone Company 
of the Northwest (KY075), CP. to change 
antenna system and for additional facili¬ 


ties to operate on 152.75 MHz. located at 
2650 Ave. O. White City. Oregon. 

0O34O-CR-P-75, United Telephone Company 
of the Northwest (KYOTO), C.P. to change 
antenna system and for additional facili¬ 
ties to operate on 158.01 MHz. located 600 
Ft. North of Flshloke Ranger Station. 
Oregon. 

POINT-TO-POINT MICROWAVE RADIO SERVICE 

3990-CP-P-75, Microwave Transmission Cor¬ 
poration (New), Oakland (KTVU-TV). 
California Lat. 37*47*45" N„ long. 
122*16*40" W. CP. for a new station on 
I1545H MHz toward Vollmer Peak, Cali¬ 
fornia. on azimuth 28*34'. 

3995-CF-P-76. (New), Vollmer Peak, 1.1 miles 
8W of Orinda, California. Lat, 37*52*C8" 
N.. Long. 122*13*11** W. CP. for a new *1 a- 
tlon on 10895V MHz and 10976V MHz 
toward Monument Peak, California, on azi¬ 
muth 144*37'. 

3997-CF-P-75, Same (New). Monterey, Cali¬ 
fornia. Lat. 30-35*08" N.. Long 121*51*00" 
W. C.P. for a new station on 11225V MHz. 
11306V MHz, 11465V MHz, 11545V MHz, 
and 1625V MIU toward Huckleberry Hill, 
California, on azimuth 271*08’ and (b) 
11225H MHz. 1130'H MHz. 11405H MHz, 
11545H MHz. and I1625H MHz toward Sra- 
Hide. California, on az'muth 17*01'. 

4071 CF P-75. United Video. *nc. (New), 
John Cochran. Missouri. Lat. 38* 38*32" N. 
Long. 90*13*60** W. C.P. for a new station 
on 6226J)H MHz and 6345.6H MHz toward 
Jefferson Barracks. Missouri, on azimuth 
194*40*. 

4072- CF-P-75, Same (New), Jefferson Bar¬ 
rack*. 1.3 miles Wed of Mehville. Missouri 
lat 38*29*40" N.. Long. 90*10*49" W. C.P 
for a new station on F9453H MHz and 
6063 BH MHz toward John Cochran, Mis¬ 
souri. on arlmuth 14*46* and 59453V MHz 
and 6063 8V MHz toward Selma. Missouri, 
on azimuth 189*29*. 

4073- CF-P-76, 8a me (New), Welngortcn. 
1 1 miles NW. of New Offenbure, Missouri 
Lat. 37*55*08" N . Long. 90*13 05** W C P. 
for a new station on 6974 8V MHz and 
60935V MHz toward Selma. Missouri, on 
azimuth 336*18* and 59453V MHz and 
6063 8V MHz toward Perry vllle, Missouri, 
on azimuth 129*10*. 

4074- CF-P-75, Same (New), 2.0 miles South 
of Perryvllle, Missouri. Lat. 37*41*07" N, 
Long. 89*61*29" W. CP. for a new station 
on 6226.0V MHz. and 6346.5V MHz toward 
Welngarten. Missouri, on azimuth 309*23*. 
61973H MHz toward Pomona, Dll nob, on 
azimuth 101-14*; and 61073V MHz toward 
Jackson. Missouri, on azimuth 149*46*. 

4075- CF-P-75. Same (New). 1.7 mile* North 
of Jackson, Missouri. Lat. 37*24‘10" N.. 
Long. 89*39 06" W. C.P. for a new station 
on 69453H MHz toward Oran, Missouri, on 
azimuth 180*56* and 59453V MHz toward 
Perryvllle. on azimuth 320-55*. 

4078- CF-P-75. Same (New). 25 miles North 
of Oran. Missouri. Lat. 37-07*16** N.. Long. 
89*39*27" W. CP. for a new station on 
63269H MHz toward Jackson. Missouri, on 
azimuth 00*55* and 6286.2V MHz toward 
Aid, Missouri, on arlmuth 238-21*. 

4077 eP-P-75. Some (New), 5.0 miles North 
of Aid, Missouri Lat. 30*56*30" N„ Long. 
90-01*10** W. CP. for a new station on 
59453V MHz toward Oran. Missouri, on 
azimuth 58*08* and 59745V MHz toward 
Poplar Bluff, Missouri, on azimuth 242*14*. 

4078 CF P-75. United Video. Inc. (New). 
Long. 90*26*00* * W C P. for a new station 
Poplar Bluff, Missouri. Lat. 36*40*21" N.. 
on frequency 01972V MHz toward Aid. 
MlARourl, on azimuth 01 *69*. 

4079- CF-P-75. Same (New), Pomona, 4.0 
miles NW of Alto Pass, Illinois. Lat. 87*- 
86*28" N., Long. 89*22*24" W. CP. for a new 
elation on 6945.2H MHz toward PerryvllJe. 
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Missouri, on azimuth 28*32' atul 0004 5n 
MHz toward Marlon. Illinois, on azimuth 
70*60'. 

4060-CF P-75. Sam* (New), Marlon. Illinois 
Lat. 37*43*23" N, Long. 88*67*11" W. C.P. 
for a now station on G226.9H MHz toward 
Pomona. Illinois, on azimuth 251 0C*. 

4081 CF-P 75. Same (Now), 0.7 mile NW of 
Selma. Missouri. Lat. 38*09*31" N . Long. 
00*21*06" W. C.P. for a new station on 
6107.2V MHz and 6316.0V MHz toward Jef¬ 
ferson Barracks. Missouri, on azimuth 09*- 
27*; and 62685V MHz and G375.2V MHz 
toward Wclngarten. Missouri, on azimuth 
156*14*. 

3448- CF~P-75, Sierra Microwave. Inc. 

(KOV62). Elko Mtn., 0.0 miles NE of Elko. 
Nevada. Lat. 40*63*41" N.. Long 116*37*42" 
W. C.P. to add C376.2V MHz toward Elko. 
Nevada, on azimuth 238*62*. 

3449- CF P-75, Same (WHB20), 8 j 0 miles 
north of Well*. Nevada Lat. 41*1162" N., 
Long. 114*56*33*' W. C-P. to add 4030V MHz 
toward Wells. Nevada, on azimuth 291*30*. 

4000- CF-P 75, Southwest Texas Transmis¬ 
sion Company (KLR38). D*Hanls. Texas. 
Lat. 29*18*48" N.. Long. 99*18*03" W. C.P. 
to replace transmitters and increase power 
on 61I5.0H MHz toward Uvalde, Texas, on 
azimuth 262*58*. 

4001- CF-P-75. Same (KLP99). Wardlow 
Ranch. 9.5 miles NE of Carta Valley. Texas. 
Lat 29*51*28" N„ Long. 100*32*40" W C.P. 
to replace transmitters and Incre-uie power 
on 6I972H MHz and 6316.9H MHz toward 
Mayfield Ranch, Texas, on azimuth 01*58*. 

8998 -CF-P-75, Same (KLR36). Mayfield, 
Ranch. 22 A miles NW of Rocksprlnga, 
Texas. Lat. 30*11*12" N., Long. 100*31*54" 
W C.P. to replace transmitters and In¬ 
crease power on 6135.0H MHz and 6256,6H 
MHz toward Sonora. Toxjs, on azimuth 
347*34*. 

3999 - CF-P-75. Same (KLR37). 0.5 mile east 
or Sonora. Texas. Lat. 30*34*25" N.. Long. 
100*37*49" W. CP. to replace transmitters 
and Increase power on 6197.211 MHz and 
8315 9H MHz toward Eldorado, Texas, on 
azimuth 06*36*. 

3512-CF-MP-76. United Video, Tnc. Mulhall. 
Oklahoma. Lat. 36*06*10" N , Long. 97*30 - 
47" W. Mod of CP. (22 CP P-75) to power 
apllt 8285J2V MHz toward Stillwater. Okla¬ 
homa, on azimuth 88*39*. 

4002- CF-P/L-75, General Telephone Com¬ 

pany of Indiana. Inc. (New). Location: 
Within the territory «*rved by General 
Telephone Company cf Indiana. Inc. CP. 
and Llcenae to cover for a new develop¬ 
mental station on frequencies 2118-2130. 
2160-2180. 3700-4200, 6925-6425, 10700- 

11700. and 13200-12350 MHz toward asso¬ 
ciated temporary fixed stations. 

4009- CF-AL-(71—75. rirot Colony Telephone 
Company. Consent of Aa*|imraent of Radio 
Station Licenses from First Colony Tele¬ 
phone Company. Assignor, to Continental 
Telephone Comoany of Virginia. Assignee, 
for stations: KIB21. MontabeUo Mtn. 
Raphlne Va . KJK48. Amherst. Va.*. KJX22, 
Cole Mtn . Va.; KJX23. M ontebe llo. Va.; 
KTF 83. Speer Miru Va.: KTF94. James 
Hirer. Va.; WCZ69. Buffalo, Va. 

4010- CF-AL- (6) -76. Tidewater Telephone 
Company. Application for Conaent to As¬ 
signment of Radio Station Licenses for 
stations KIY33. Cook's Comer. Va.; KJ025, 
Dahlgren. Va-I KTY34, OlonwAtor, Va.; 
KJK91. Kilmarnock. Veu: K1V61. King Wil¬ 
liam. Va. and KIK23. Warsaw. Va.; To: 
Continental Telephone Company of Vir¬ 
ginia. Assignee. From Tidewater Telephone 
Company. Assignor. 

4014 CP-P-76. RCA Qlobal Communications, 
Inc. (New). Point Reyes. 6 miles East of 
Inverness, California. Lai 38*06 46" N, 


Long. 122*58*45" W. CP. for a new station 
on frequencies 1!175jOV and 11006.0V MHz. 
toward Bodega Bay. California on azimuth 
346*46*. 

4015-CF-P-75. Same (New), 1.5 miles NEE of 
Bodega Bay. California. Lat. 38'20*30" N, 
Long. 123*01*09" W. CP. for a new station 
on frequencies 11585 OH and 11505.QH MHz 
toward Point Reyes, California, on azimuth 
106*44'; frequencies 6063 8V and 5945.2V 
51Hz toward Big Rock Mountain, Califor¬ 
nia, on azimuth 130*34*. 

4016^ CF-P-75. Same (New). Big Rock 
Mountain, California. Lat. 38*03*34" N.. 
Long. 122*36*12" W C.P. for a new station 
on frequencies 6228.9V and 63455V Mn* 
toward Bodega Bay. California, on azimuth 
310-49*; frequencies 6226 9H nnd 6345AH 
MHz toward One Market Plaza. San Fran¬ 
cisco. California, on azimuth 147*65*. 

4017-CP-P-75. Same (New), One Market 
Plaza. San Francisco. California. Lat. 37*- 
47*36" N.. Long. 122*23*36" W. C.P. for a 
new station on frequenclca 5945.2H and 
6088 BH MHz toward Big Rock Mountain. 
California, on azimuth 328*03*. 

4045-CF R-75. The Mountain States Tele¬ 
phone and Telegraph Company (KAR85), 
Location: Any temporary fixed location 
within the territory of the Grantee. Appli¬ 
cation for Renewal of Radio 8iaUon Li¬ 
cense (Developmental) expiring June 12, 
1075. Term: June 12. 1976 to June 12, 1976. 

4052 CF-P-75, Mid Rivers Telephone Coop¬ 
erative. Inc. (New), Rlmroad. 13.3 miles on 
a 136*25’ azimuth from town of Circle, 
Montana. Lat. 47*16*37" N., Long. 105*23'- 
24" W. CP. for a new station on frequen¬ 
cies 2ir2V MHz toward Glendive Jet.. Mon¬ 
tana, on azimuth 103*59’; 2170H MHr. to¬ 
ward Circle. Montana, on azimuth 316*24'; 
2178V MHz toward Van Norman, Montana, 
on azimuth 275*65*. 

4053 CF-P-75. Mid Rivers Telephone Coop¬ 
erative. Inc. (New), 7600' South of center 
of Jordan. Xfontana lat. 47*18*21" N.. 
Long. 106*54*60" W. CP. for a new station 
on frequency 2162H MHz toward Van Nor¬ 
man. Montana, on azimuth 85*62*. 

4054- CF-P-76, Same (New), 106 Scotth Sec¬ 
ond Avenue. Circle, Mrntxna. Lat. 47*24'- 
64" N.. Long. 105*35*27" W C P, for a new 
station on frequency 2120H MHz toward 
Rlmroad. Montana, on azimuth 136*25*. 

4055- CF-P-75, Same (New). Van Norman. 
Montana. Lat. 47*20*11" N.. Long. 100*15*- 
25" W. CP. for a new station on frequen¬ 
cies 2128V MHz toward Rlmroad. Montana, 
on azimuth 95*17*: 2I12H MHz. toward 
Jordan, Montana, on azimuth 266*20*. 

4067- CF-P 75. Southern Ben Telephone and 
Telegraph Company (WDD43). 325 Garde¬ 
nia Street. West Palm Beach. Florida Lat. 
28*42*34" N.. Long. 80*03*11" W C.P. to 
add frequency 6404.8V MHz toward Boyn¬ 
ton Beach. Florida, on azimuth 198*00*. 

4068- CF P-75. Same <KJW99). 4 miles W85W 
of Boynton Beach. Florida, lat. 26*30*46" 
K..Long- 80*07*27" W CP. to add frequen¬ 
cies 6152.8V MHz toward Margate. Florida, 
on azimuth 194*17; and 6152.8H MHz to¬ 
ward West Palm Beach, Florida, on azi¬ 
muth 17*58*. 

4060—CP-P'75. flame (KJW08). Margate. 0A 
mile NE of HammondviHe. Florida. Lat. 
26*14*66" N.. Long 80* 11*65" W CP. to add 
frequencies 6404BH MHz toward Ft. Lau¬ 
derdale. Florida, on azimuth 157*29*; add 
6104 AH MHz toward Boynton Beach. Flo¬ 
rida, on azimuth 14*16*. 

4070 CF-P-75. flam© (KJQ67), 116 NJ5. 

Third Avenue. Ft. I^auderdale, Florida. Lat. 
26*07*25" N, Long. 80*08*28 ' W. CP. to 
and frequency €152811 MHz toward 
Margate, Florida, on azimuth 337*31*. 


Major Amendment 

303-CF-P-75. Microwave Transmission Oor- 
partiUon (New) Monument Peak. 4 5 mile* 
NNE of Milpitas. California. Lat. 37*29*07" 
N.. Long. 121*51*57" W. Application 
amended to add 11345H MHz. 11425H MI!/, 
and 11625V MHz toward Bald Ridge. Cali¬ 
fornio. on azimuth 164*66*. 

30I-CF-P-75. (New). Bald Ridge, 5 0 mile. 
NE of Watsonville. California. Lat 
30 58*00" N.. Long. 12*141*31" W. Appli¬ 
cation amended to add 10735V MHz, 
10855H MHr., 10895V. 10035H MHz, and 
11095H MHz toward Salinas. Monetary. 
Watsonville, and Capltola. all In California, 
on azimuths 173*03'; 198*46*: 234*46*. arid 
274*38*; respectively. (Note: See file nos 
3996 thru 3997-CP-P-75) , 

Multipoint Distribution Services 

60087 CM-P-75, Microband Corporation of 
America (Now). Champaign Towers, 302 E 
John Street. Champaign. Illinois Lat. 
40*06*33" N.. Long. 88*14*06" W CP for 
a new station on 2164 76H and 215025H 
(Primary Service Area: Urbana. Illinois) 

It appears that the following application* 
may be mutually exclusive and subject to 
the Commission’s Rules regarding ex -parr© 
presentations, reaeons of potential elec¬ 
trical interference, to provide video service 
to Urbana. Illinois 

Major Amendment 

72C0-CF-P-71, Robert L. Mohr d.ba. 
Radiocall Corporation Amended to chango 
applicant to “Metro Tel Corporation**. Su¬ 
tton location: Los Angeles, California All 
other particulars remain the same as re¬ 
ported by Public Notice dated June 28. 
1971. 

Informative 

The above amendment reflects a Joint ven¬ 
ture by Robert L. Mohr d.ba. Radlocnl’. 
Corporation. Microband Corporation of 
America, and Microwave Transmission Cor¬ 
poration to rerolve mutually exclusive ap¬ 
plications in Los Angeles Upon grant of 
the above application. It is requested that 
th> remaining applications in Los AngfJti 
be dismissed. This amendment does not 
affect the applications status under the 
"Cut-off** rule. (See Notice of Proposed 
Rule Making in Docket 19905, 44PCC 
24686). 

(PR Doc 75-13703 Filed 5 23 75;8 45 am| 


(Docket No. 20477; File No. BR-261; File No. 

BRH 4; FCC 75-537) 

RUST COMMUNICATIONS GROUP. INC. 

Application for License Renewal; Hearing 

In re Applications for renewal of li¬ 
cense for stations WHAM & WHFM 
(PM). Rochester, New York. 

i. The Commission ho* before It for 
consideration: (a) the above-capti ned 
license renewal applications of Rust 
Communications Oroup, Inc. (Rust) 
licensee of Stations WHAM nnd WHFM 
(FM). Rochester. New York, filed 
March 3. 1972, and supplemented Febru¬ 
ary 3. 1975; (b) a petition to deny said 
Applications filed May 1. 1972. by Action 
for a Better Community, Inc. et al. (Ac¬ 
tion) comprised of individuals and orga¬ 
nizations In the Rochester area; (c) a 
complaint filed by Metro-Act of Roch¬ 
ester. Inc. (Metro-Act), a local citizen* 
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group; and (d) various related and re¬ 
sponsive pleadings.* 

2. Action bases its request to deny the 
WHAM and WHFM renewal applications 
upon the stations* alleged overall insensi¬ 
tivity to the needs and interests of 
Rochester’* minorities. Specifically, the 
petitioners contend that the licensee has 
made no serious efforts to ascertain the 
needs of the area’s minority population; 
the stations’ programs have been and will 
continue to be unresponsive to the prob¬ 
lems of the minorities; and the licensee 
discriminates in its employment prac¬ 
tices. 

3. Metro-Act’s complaint alleges that 
Rust does not understand the composi¬ 
tion of Rochester, the licensee has failed 
to deal with the community's needs, the 
stations have displayed unprofessional 
standards of journalism. Rust s employ¬ 
ment record reflects a policy of discrimi¬ 
nation and the stations' public files were 
not available for inspection. 1 

AscrsTstmwrwT 

4. Action maintains that Rust failed 
to adequately ascertain the needs of the 
minority community. The petitioners 
assert that although some of the 56 per¬ 
sons interviewed as leaders were black, 
none were representative of large, vocal 
black groups, and none of the contacted 
leaders represented Puerto Ricans, 
which, petitioners contend, comprise 7 
percent of the city’s population. Action 
also criticizes the general public survey 
for bios that allegedly results from Rust’s 
use of “man-on-the-street” contacts and 
only white interviewers. However, the 
petitioners admit that the list of ascer¬ 
tained needs in the renewal application 
is “probably fairly accurate.” 

5. The Metro-Act complaint asserts 
that Rust's selection of community lead¬ 
ers reflects a failure to understand the 
real composition of the Rochester com¬ 
munity. The complainant avers that 
none of the leaders represent major com¬ 
munity* groups such as FIGHT. Italian 
American Civil Rights League. SEAC, 
NEAD or 19th Ward Association. Also 
Metro-Act contends that only one-sixth 
of the leaders actually represent other 


'Related pi fadings Include: the oppoet- 
Uon filed by Rust June 30. 1072; a reply 
<*»<*red September 7, 1072 by Action: an 
amendment to tbe petition tiled February 13, 
1073; a supplement to the petition to deny 
submitted by petitioners on March 21, 1073; 
a letter response to the amendment to the 
petition entered by the licenree April 12. 
1073; the applicant's May 4. 1073 opposition 
to tho supplement to the petition; Action's 
replies to the stations* letter response and 
opposition filed June 5. 1073 and August IS, 
^PfccUvely; and the licensee's June 4, 
1074 supplement to its opposition to tho 
supplement to the petition 

complainant merely asserts that the 
ute was not available unUl the filing date. 
Toe licensee contends that the renewal ap~ 
11 1" nut required to be available for 
public inspection until filed with the Com- 
nihtston and U was available for public In¬ 
spection after It was filed. These allegations 
not raise any question warranting further 
Commission inquiry. 


people hi the community, with the bal¬ 
ance comprised of politicians, represent¬ 
atives of institutions and persons merely 
responding as Individuals. In the com¬ 
plainant's view, the survey ignored the 
busing issue, extreme political views, 
agribusiness, farm workers, the women’s 
liberation movement and ethnic groups 
that represent the Ukranian. German, 
Italian. Jewish and Polish population. 
Metro-Act alleges that although one 
Spanish speaking person was included 
In the leader survey, he was not a leader 
of any Spanish organization. With re¬ 
gard to WHFM. the complainant notes 
the absence of leaders under the age of 
18 and the inclusion of just one leader 
between the ages of 25-35, despite the 
station’s stated intent to provide enter¬ 
tainment programming for those groups. 
With regard to WHAM. Metro-Act argues 
that Rust selected all of the contacted 
leaders from Rochester and Monroe 
County despite the 15-county coverage of 
that station/ 

6. In opposition to the petition, the li¬ 
censee argues that its ascertainment ef¬ 
forts must have been sufficient if. as peti¬ 
tioners have admitted, the survey re¬ 
sults were accurate. Rust contends that 
its leader survey of 56 persons covered 
all significant segments of the com¬ 
munity Including representatives of pro¬ 
fessional, minority, social action, busi¬ 
ness. government, women, youth, labor, 
charitable, civic, environmental, educa¬ 
tional. cultural, agricultural, journalistic 
and religious organizations. The appli¬ 
cant alleges that the survey's seven black 
leaders represent the Southern Christian 
Leadership Conference, Monroe County 
Human Relations Commission. Virginia 
Wilson Center for the Poor. Rochester 
Community Chest, Legislature of Mon¬ 
roe County and the New York State Hu¬ 
man Relations Division Appeals Board. 
Moreover, the licensee asserts that it con¬ 
tacted a Puerto Rican who is a member 
of the Rochester School Board. As to the 
validity of the general public survey, the 
applicant denies that bias results from 
the usage of white interviewers and 
notes that no specific instance of inter¬ 
viewer bias has been alleged. The licensee 
contends that 40 percent of the general 
public survey was made by telephone, 
which would eliminate the possibility of 
face-to-face bias. 

7. Responding by letter to the com¬ 
plaint, Rust contends that the Primer 
supports the method by which the ascer¬ 
tainment was conducted.' The applicant 
observes that the Commission does not 
expect every organization in Rochester to 
be represented in the survey, nor does the 
Primer make distinctions between insti¬ 
tutions and people in the selection of 
leaders, but directs stations to contact 
representatives of significant groups 


* In this regard, w note that Rust's renew¬ 
al application specifically states that 
WHAM will serve the needs of Rochester and 
Monroe County (Exhibit IV. page 4). 

•Primer on Ascertainment of Community 
Needs by Broadcast Applicants, 27 FCC 2d 
660 (197i|. 


which make up the community. The li¬ 
censee alleges that its leader contacts 
were representative and included five 
female leaders and Mr. Emilio Serrano, 
the Administrator of the County Family 
Court and a member of the Rochester 
School Board. While Rust acknowledges 
that no surveyed leader was under 18 
years old. it contends that the public in¬ 
volved more than 50 respondents In that 
age group and that 25 percent of the re¬ 
spondents were between 18 and 35. 

8. In reply. Action asserts that the as¬ 
certained needs, however accurate, lack 
minority perspective. Petitioners contend 
that neither FIGHT nor Action for a 
Better Community, Rochester’s two 
largest minority groups, or any Spanish 
speaking group was represented in the 
leadership survey. Similarly. Action al¬ 
leges that the public survey lacks mi¬ 
nority perspective since the licensee util¬ 
ized white interviewers to whom minori¬ 
ties are unlikely to respond and em¬ 
ployed telephones samples even though 
minority persons are unlikely to have 
personal telephone service. 

9. The Primer requires renewal appli¬ 
cants to submit information on the 
means utilized to ascertain the problems 
of the community served, including the 
identification of the significant groups 
which make up the community, those 
features which make the community dis¬ 
tinctive. Sec. Primer, supra, 661, 683. 
Rust’s description of the area it under¬ 
takes to serve, submitted with its 1972 
renewal application. Included: the phy¬ 
sical location of the city; a population 
breakdown of the city by age. race and 
sex; a list of five corporations as major 
industries; a list of five cultural facili¬ 
ties; and a list of five educational insti¬ 
tutions. By letter of April 7. 1972, the 
Commission noted that tills showing "did 
not furnish adequate Information to sup¬ 
port your determination of the composi¬ 
tion of the community.” That letter re¬ 
quested the stations to submit additional 
information pursuant to the require¬ 
ments of the Primer. By letter dated May 
2, 1972, the applicant submitted an 
amendment to the renewal applications 
which Included the names of 134 clubs 
and organizations, presumably all lo¬ 
cated In Rochester. The amendment di¬ 
vides the organizations according to the 
following categories: cultural, agricul¬ 
tural. political, community action, edu¬ 
cational. labor, professional and trade, 
veterans and patriotic, medical, women's 
clubs, religion, ethnic-racial, youth and 
social-charitable. In the supplemental re¬ 
newal applications, filed February 3, 
1975, Rust’s description of Rochester is a 
verbatim copy of the original 1972 sub¬ 
mission which was found to be inade¬ 
quate. 

10. The Primer requires an applicant 
to submit sufficient data to indicate the 
minority, racial or ethnic breakdown of 
the community as well as economic, gov¬ 
ernmental and other features that make 
the community distinctive. Here, the li¬ 
censee's Initial compositional study In¬ 
cluded no information on minorities 
other than black, and it failed to discuss 
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such matters as local government, re¬ 
ligion. labor, agriculture, politics, social, 
professions, eleemosynary or ethnic ele¬ 
ments of the community. The May. 1972 
amendment merely recites numerous 
clubs and organizations under broad 
categories. This, In and of Itself, fails to 
inform the Commission or the licensee 
as to whether any of the groups thereby 
disclosed are significant enough to war¬ 
rant ascertainment. In 1975, the appli¬ 
cant again provided inadequate infor¬ 
mation by merely refiling its initial 
showing on the composition of the com¬ 
munity. It therefore appears that Rust 
has three times failed to supply ade¬ 
quate information on the composition 
of the area it intends to serve. 

11. Assuming arguendo that the 
groups catalogued In the licensee’s May 
amendment reflect significant elements 
of the community. Rust’s 1972 survey in¬ 
dicates no contacts in any of the ethnic, 
cultural, community action, labor, wom¬ 
en’s. religious, youth or soctal-charitable 
groups and organizations from that list. 
While contacts with representatives of 
some of the organizations listed in the 
May. 1972 amendment were reflected In 
the 1975 supplemental survey, Rust 
again failed to contact identified repre¬ 
sentatives of eight organizations reflect¬ 
ing diverse ethnic population segments. 
Therefore, assuming arguendo that 
Rust's description of the community was 
adequate, the applicant’s survey efforts 
failed to reflect contacts with ’’signifi¬ 
cant’’ elements of the community re¬ 
vealed in that compositional showing. 

12. However, as we have previously In¬ 
dicated. Rust’s compositional showings 
were not adequate. We are therefore 
unable to find that the licensee has con¬ 
tacted representatives of the significant 
elements of the community. Under these 
circumstances, the Commission cannot 
conclude that the applicant's leadership 
surveys ascertained the problems of the 
community. Thus, we can have no con¬ 
fidence that Rust’s proposed program¬ 
ming will be responsive to the real prob¬ 
lems of the area. Accordingly, further In¬ 
quiry Into the licensee’s ascertainment 
procedures, results and programming re¬ 
sponses thereto Is warranted, and an 
appropriate Issue will be designated. 

Program Service 

13. Petitioners allege that the public 
affairs programming broadcast by the 
Rust stations during the 1959-1972 li¬ 
cense term was not responsive to the 
needs and Interests of the Rochester 
community, especially the minority 
population. More specifically. Action as¬ 
serts that In 1969 WHAM proposed to 
meet the needs of the community with 
four hours of public affairs programming 
but performed only one hour during the 
composite week. WHFM. according to 
the petition, offered no public affairs 
programming. 

14. In the opposition, the licensee con¬ 
tends that It has treated the important 
needs of the community "in ways rele¬ 
vant to the whites as well as the poor.” 
In this respect. Rust asserts that it has 


responded to Issues relative to the mi¬ 
nority and majority segments of the 
population with such public affairs pro¬ 
grams as: Five Minutes With Howard 
Coles, a five minute discussion aired 
Saturday evenings and featuring the 
publisher of Rochester's black newspa¬ 
per: Opinion, a 90-minutc telephone dis¬ 
cussion program broadcast five nights 
a week: and Editorials. Observations, 
Washington Window. Washington Re¬ 
ports and City Conference. 

15. According to the licensee. Opinion 
was discontinued In July, 1970 ”• • • 
because a few vociferous individuals 

• • • began to monopolize the program 

• • • so that other members of the 
public became disinterested.” Rust con¬ 
tends that the termination of this pro¬ 
gram resulted in the apparent loss of 
75 percent of the applicant’s proposed 
public affairs programming as reflected 
in the composite week. The licensee al¬ 
leges that it resumed broadcast of the 
program in November. 1971. Rust ac¬ 
knowledges that WHFM presented no 
public affairs programming during the 
1969-1972 period, but contends that none 
was proposed in 1969. The licensee fur¬ 
ther argues that it relies on WHAM to 
provide public affairs programming for 
the community. 

16. In reply. Action alleges that none 
of the listed programs broadcast by 
WHAM, except for the Coles program, 
featured any blacks. Puerto Ricans or 
any other minorities as hosts or even 
guests. The petitioners conclude that the 
applicant has excluded minority per¬ 
spectives from its programs dealing with 
the needs of the community. 

17. It therefore appears that WHAM's 
1969 renewal application proposed four 
hours per week of public affairs pro¬ 
gramming (2.5 percent), but the com¬ 
posite week reflected the broadcast of 
only one hour of such programming 
<0.6 percent). In this regard, we note 
that the licensee failed to notify the 
Commission of its decision to terminate 
the Opinion program until the filing of 
the renewal application, and Rust has 
provided no explanation of that failure 
or any reason why another program or 
programs were not substituted to meet 
the needs of the community during the 
16-month hiatus of Opinion broadcasts. 
Moreover, WHAM’s 1969 renewal appli¬ 
cation proposed Opinion, Editorials, 
Washington Report and Observations 
as the primary vehicles for addressing 
local Issues and problems, but our re¬ 
view of WHAM's composite week logs 
indicates that the station did not broad¬ 
cast Opinion, Editorials or Washington 
Report and Observations was aired only 
three times rather than the proposed 
five times per week. 

18. Our review of the material before 
us therefore Indicates that for at least 
16 out of the 36 months between 1969 
and 1972, Rust did not broadcast Opinion 
as promised in its 1969 application for 
renewal. This falling is made more sig¬ 
nificant by the fact that the station: 
did not Inform the Commission of Its 
decision to terminate a primary pro¬ 


gramming response to ascertained local 
needs: has not explained Its failure to 
replace the program for a 16-month 
period: did not fully adhere to the re¬ 
mainder of Us % local public affairs pro¬ 
posal during the composite week; and 
claims that WHAM bears the double 
burden of providing program responses 
to local problems for both itself and 
WHFMiFM). It is not our Intent to lock 
a station into its program proposals dur¬ 
ing a license term. Rather, a licensee is 
free to respond to the changing needs 
of the community during that term and 
minor deviations from proposals must 
be excused so long as the overriding 
public interest standard is served. How¬ 
ever. the deviation here is major, and 
It is not substantially lessened by the 
resumption of Opinion eight months be¬ 
fore the expiration of the license term. 
See KORD, Inc., 31 FCC 85 (1961). Fur¬ 
ther, our confidence in granting Rust a 
license in 1969, was based. In port, on 
the proposed four hours of public affairs 
programming, and we cannot permit a 
licensee to disregard a significant por¬ 
tion of that programming without ade¬ 
quate explanations at the time and 
without program substitutions which 
are reasonably responsive to community 
needs. As a result of Rust's action, the 
Commission does not feel that it is ready 
to bestow that degree of confidence in 
the licensee which resulted in a grant 
of its renewal in 1969. Accordingly, ap¬ 
propriate Issues will be designated.* 

19. Further, the licensee has failed to 
establish that its programming during 
the 1969-1972 period was responsive to 
the problems, needs and Interests of 
the Rochester community. In its opposi¬ 
tion pleading, WHAM alleges that seven 
programs had been broadcast during the 
1969-1972 licence term in response to 
community problems—Five Minutes 
With Howard Coles. Opinion. Editorials, 
Observations. Washington Window. 
Washington Reports and City Confer¬ 
ence. The broadcast of these seven pro¬ 
grams during the twelve months pre¬ 
ceding the filing of WHAM's 1972 re¬ 
newal application was reflected In Kx- 
hiblt 9 of that application. However, the 
station's composite week logs reflect the 
broadcast of only three of the seven pro¬ 
grams—Observations, Washington Win¬ 
dow and City Conference. Absent a 
positive statement to the contrary,* a 
licensee’s composite week logs and state¬ 
ment of programs broadcast during the 
twelve months preceding the filing of Its 
application for renewal should provide 
a fair picture of the programming serv- 


• We recognize that we have Imposed lewcr 
enactions In caeca Involving deviations of 
el ml Ur numerical magnitude. However. In 
view of the other factor* present in thU csss 
and the need for a hearing on other l-wue* 
a full exploration of thta question at that 
hearing is warranted. 

•For example. In Exhibit 8 of the W12 
WHAM renewal application, the appUcant 
explained its suspension of the Opinion 
program, but made no reference to the 
absence of the other listed programs from 
the composite week. 
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ice offered by the station during its three 
year license term. Here, these indicia 
do not establish that the programs which 
were alleged to have responded to local 
problems were broadcast throughout the 
license term, and the Commission there¬ 
fore has no information on the extent 
of the licensee's programming responses 
to community needs during the first two 
years of the 1969-1972 term. In order to 
qualify for renewal, an applicant must 
show that it has been responsive to the 
needs of the community throughout its 
license term. See Primer, supra: KORD, 
Inc., supra. A substantial question as to 
what programming was offered in re¬ 
sponse to community needs during the 
first two years of the 1960-1972 license 
term has been raised, and we are unable 
to determine whether the licensee's pro¬ 
gramming during the entire license term 
was in fact responsive to community 
problems. An appropriate issue will 
therefore be designated. 

20. We do not find further Inquiry is 
necessitated on WHFM's past program¬ 
ming. Recalling the general economic 
state of FM broadcasting in 1969. it Is 
apparent that the Commission was less 
demanding on FM licensees than is pres¬ 
ently the case. Then Rust proposed no 
public affairs programming for WHKM 
and that proposal was approved by our 
grant of renewal. We cannot fault the 
station for performing in accordance 
with that proposal. We are encouraged 
by the applicant's increased public af¬ 
fairs proposals In 1972 and 1975. Ac¬ 
cordingly. no further inquiry is war¬ 
ranted into the past programming of 
WHFM<FM>. 

21. With regard to the licensee's 
programming proposals for the 1972- 
1975 license term, both Action and 
Metro-Act have alleged an unrespon¬ 
siveness to minority problems and a gen¬ 
era! inadequacy of programming. It is 
a licensee's duty to provide program¬ 
ming response to significant ascertained 
problems. See. Primer, supra. How r ever. 
as previously pointed out. Rust does not 
appear to have adequately ascertained 
the problems of the Rochester area in 
either the 1972 renewal application or 
the 1975 supplement thereto. Under the 
circumstance^, we cannot determine that 
the program proposals for either WHAM 
or WRFM<FM) would adequately re¬ 
spond to significant community prob¬ 
lems. Appropriate issues will therefore 
be designated to resolve this question. 

Employment 

22. Action contends that Rust has not 
Implemented its affirmative action pro- 
pam and engages in discriminatory hir¬ 
ing practices, including a requirement 
that minority Job applicants be local 
and experienced while white applicants 
are not similarly restricted. The peti¬ 
tioners observe that, as of the filing of 
the petition, the licensee had only one 
minority employee, a Janitor. In its com¬ 
plaint. Metro-Act asserts that the li¬ 
censee^ 1971 employment report reveals 
a discriminatory policy against minor- 

ty persons in ail Job categories. 

23 In response, the applicant con¬ 


tends that it has adopted an equal em¬ 
ployment affirmative action program os 
required by the Commission and that it 
"intends to Implement it to the fullest." 
Rust alleges that its inability to hire pro¬ 
fessional minority employees stems from 
the nature of the broadcasting industry. 
Because the number of available quali¬ 
fied blacks is low, stations must compete 
for the experienced applicants. The li¬ 
censee alleges that its low attrition rate 
lessens the opportunity to consider many 
applicants. Rather, the applicant asserts 
that the Rochester market requires ex¬ 
perienced professionals and therefore the 
licensee must look to smaller radio mar¬ 
kets for personnel who arc ready to move 
up. In addition, the licensee argues that 
it has made affirmative efforts to seek 
out minority applicants, but, in one In¬ 
stance. one of the petitioning groups 
refused to refer any applicants. 1 

24. In its reply. Action argues that 
despite Rust's contention that few quali¬ 
fied minority applicants are available, 
most area stations have at least one mi¬ 
nority employee. Action questions the 
licensee's failure to indicate the number 
of Job openings it had during the past 
term and its failure to present examples 
of its competitive efforts to get qualified 
minority applicants. Petitioners further 
assert that any affirmative efforts to seek 
out minority applicants from local mi¬ 
nority organizations came in May. 1972, 
after the petition to deny was filed. 

25. In a supplement to Us petition to 
deny filed March 21. 1973, Action alleges 
that Rust told a black job applicant. 
Charles Perkins, "come back when you 
learn to speak English." Rust denies that 
any discriminatory remarks were ever 
made to Charles Perkins and asserts that 
his application was rejected because of a 
total lack of broadcast experience. 

26. Further, Action contends that, six 
months prior to filing its supplement. A1 
White, a black employed full-time as a 
technician-producer at Station WOKIi- 
TV. Rochester, applied for a part-time 
job to produce a minority discussion 
program on WHAM. The petitioners al¬ 
lege that Rust continually failed to make 
any determination on ills application. 
In its opposition, the licensee asserts that 
White’s application was still being con¬ 
sidered. The petitioners reply that White 
had been promised a decision on numer¬ 
ous occasions and was still awaiting 
WHAM's decision. Then in a pleading 
filed June 4. 1974. the licensee alleges 
that White had rejected their offer of a 
part-time Announcing position at 
WHPM,' 


* Tb© license* contend* that It had an 
opening for an accounting clerk and It so 
notified four area minority organizations. 
Rust assert* that James McCullor. executive 
director of Action for a Better Community, 
Inc., refused to refer available, qualified ap- 
pi leant* because he considered the Job to be 
lees desirable than a concurrently available 
opening in the sales department which was 
not communicated to the organizations. 

• While petitioners have not supported the 
charges regarding Mr. White with a proper 
affidavit, the licensee has never challenged 
the accuracy of the facts alleged. 


27. Sections 73.125 and 73.301 of the 
Commission’s Rules require commercial 
radio licensees both to refrain from em¬ 
ployment discrimination and to establish 
affirmative action programs which en¬ 
compass positive efforts to recruit, em¬ 
ploy, and promote qualified minoritire. 
In cases where employment profiles fall 
outside a "zone of reasonableness.” the 
licensee must modify or sunplcmcnt its 
recruitment practices and policies by rig¬ 
orous and systematic efforts to locate and 
encourage the candidacy of qualified 
minorities. Bee. Inquiry Into the Employ¬ 
ment Policies and Practices of Certain 
Broadcast Stations Located In Florida, 
44 FCC 2d 735 <1974); sec also Bilingual 
Bicultural Coalition of Mass Media, Inc. 
v. F.C C., 429 F. 2d 656 (D C. Clr. 1974); 
Chuck Stone v. F.C.C., 466 F. 2d 316 (D C. 
Cir. 1972). Our rules do not require fully 
proportional employment of minority 
group members, and we do not believe 
that fair employment practices will nec¬ 
essarily result in the employment of any 
minority group in direct proportion to its 
percentage of the community population. 
However, liighly disproportionate repre¬ 
sentation of minorities employed by a 
licensee in relation to their presence in 
the workforce could constitute prima 
facie evidence of discriminatory practice. 
Report and Order Docket Number 18244, 
23 FCC 2d 430, 431 <1971); Stone v. 
F.C.C., supra. In this respect, it is the 
consequences of the licensee's employ¬ 
ment practices, not the intent, which 
determine whether discrimination re¬ 
quiring remedial action exists. See. Ro- 
senfeld v. Southern Pacific Company. 44 
F. 2d 1219 <9th Clr. 1971 >. Accordingly, 
if it is found that no additional efforts 
were undertaken to recruit, employ and 
promote minority employees, or that ef¬ 
forts undertaken are clearly insufficient, 
then administrative action to secure com¬ 
pliance " with the Commission's Rules 
would be appropriate. 

28. A review of Rust’s Annual Employ¬ 
ment Report (FCC Form 395) for 1971 
indicates that the licensee had 39 full¬ 
time employees which Included one black 
service worker.* * In 1972, the applicant 
reported 38 full-time employees with no 
minority personnel. The 1973 figures 
show a total full-time work force of 33 
with no minority employees. The licensee 
filed separate reports in 1974 which show 
a total of 37 full-time employees and no 
minorities. Individually. WHAM re¬ 
ported 24 employees and WHFM(FM) 
13.'* According to the 1970 Census, blacks 
comprise 6.5 percent of the population of 
the Rochester Standard Metropolitan 
Statistical Area and 16.8 percent of the 
population of the city. Clearly, the 11- 


•For the years 1971, 1972 and 1973 Rust 
filed combined Annual Employment Reports 
for WHAM and WHFM(PM). For 1974, the 
llcenseo filed Individual reports for each 
station. 

••Although WHAM and WHFM(PM) have 
not as yet filed Annual Employment Reports 
for 1976. their supplemental renewal appli¬ 
cations reflect 26 full-time employees at 
WHAM with n o mino rities and 11 full-time 
employees at WHFM(FM) Including one 
black professional. 
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cemec's employment profile showing no 
full-time black employees is outside the 
zone of reasonableness. Rust's female 
employment, we believe, also warrants 
further Investigation. The licensee's 1974 
report shows only five <3 5 percent) 
women on a full-time staff of 37 persons 
and only one (3.1 percent) female nmong 
the "upper four" category Jobs at the 
two stations. See. Florida Inquiry, supra. 
Rust's record over the past four years 
sharply focuses our attention on the ap¬ 
plicant's affirmative action program 

29. As set forth in its 1972 renewal 
application. Rust's affirmative action 
program indicates that: when the sta¬ 
tions advertise for job openings, adver¬ 
tisements will be placed in newspapers 
with significant minority and female cir¬ 
culation; while the licensee does not 
usually recruit in schools and colleges, 
when it does so, it will select schools and 
colleges with significant minority enroll¬ 
ment; and the stations will maintain 
contact with organizations with signifi¬ 
cant minority involvement In order to 
seek out minority applicants. While this 
program, on paper, represents more than 
employment neutrality, it produced no 
positive results between 1971 and 1974. 
Further, it does not appear that the ap¬ 
plicant adhered to this program in all 
respects, when, in May, 1972. it referred 
only one of two Job openings to local 
minority organizations. 8ee note 7. Rust's 
original program its therefore inadequate 
and more positive efforts to recruit, em¬ 
ploy and promote qualified minorities are 
required. See Florida Inquiry, supra; 
Rosenfeld v. Southern Pacific Company, 
supra. 

30. Ip Its supplemental renewal ap¬ 
plication filed February 3. 1975, the 
licensee’s affirmative action program re¬ 
flects that the stations will not ordi¬ 
narily use newspaper advertisements or 
school and college recruitment In filling 
Job openings because of specialized work 
inv olved at a station the size of WHAM 
or WHFM < FM ►. That program further 
states that "when suitable openings 
exist" the licensee will contact minority 
organizations hi an effort to recruit mi¬ 
nority applicants." We find that such an 
affirmative action program does not 
satisfy the requirements of our rules. 
The affirmative action concept is mean¬ 
ingless unless positive action Is under¬ 
taken to overcome the effects of past dis¬ 
crimination, however Inadvertent It is 
this past discrimination which, the 
licensee alleges, makes qualified minority 
applicants hard to find, but the stations 
cannot hide behind that past discrim¬ 
ination. Rather our rules require posi¬ 
tive additional efforts to locate and en¬ 
courage the candidacy of qualified mi¬ 
norities. See. Florida Inquiry, supra. 
Rust’s most recent affirmative action 
program falls far short of such efforts, 

31. We are particularly concerned by 
this program's apparent classification of 
only some positions as "suitable" or 


“The WHFMfFM) affirmative action pro¬ 
gram state* "where feasible" referral* will 
be requested from minority organization*.” 


"feasible" for minority applicants. This 
limitation is diametrically opposed to the 
policies which give rise to our rules, 
particularly the concept that equal em¬ 
ployment opportunity, as a minimum, re¬ 
quires that minorities be considered for 
all job openings. We are further troubled 
by the callousness inherent in this pro¬ 
gram, which lessens the licensee's efforts 
to recruit minorities in the face of three 
years of zero minority employment. Un¬ 
der these circumstances, we believe that 
a prtma facie case of emplovment dis¬ 
crimination has been established. While 
the petitioners have not alleged sufficient 
facts to establish that the licensee's de¬ 
lay In resolving A1 White’s employment 
application constituted discrimination 
based on race. Rust's conduct therein 
adds to our concern that the applicant 
may not have adhered to its stated policy 
of non-discrimination and affirmative 
action. We further find that the facts 
before us are not sufficient to permit 
this Commission to determine what, if 
any. administrative actions would be ap¬ 
propriate to secure compliance with our 
rules. Accordingly appropriate issues will 
be designated, covering both minority 
and female employment. 

Otiiki Matters 

32. Complainant contends that the 
licensee has been unprofessional in the 
presentation of news, public affairs and 
other programming. Metro-Act com¬ 
plains about the applicant's selection of 
news stories and interviews: asserts that 
the stations have not provided an oppor¬ 
tunity for the expression of contrasting 
views on controversial subjects on its 
news, public affairs, or other programs; 
and that several of the licensee's public 
affairs programs are nothing more than 
propaganda for elected officials. 

33. On the basis of Metro-Act's allega¬ 
tions, we must conclude that no further 
Inquiry is warranted Into this matter. 
Complainant has not claimed that the 
stations have violated the fairness doc¬ 
trine. and the complaint is devoid of the 
specific allegations of time, program. Is¬ 
sue and remiest for response time neces¬ 
sary to make out a complaint under the 
fairness doctrine. Metro-Act his further 
failed to allege specific facts to establish 
that the licensee has somehow abased Its 
discretion in the selection of news stories. 
Interviewees or subjects to be handled in 
other non-entertainment programming. 
The Commission is prohibited by Section 
326 of the Communications Act from cen¬ 
soring broadcast matter or from taking 
any action which would interfere with 
the right of free speech In broadcasting. 
Therefore, this Commission will not sub¬ 
stitute its judgment for that of a licens¬ 
ee in the selection and presentation of 
material for programs of news or com¬ 
ment. Absent extrinsic evidence of delib¬ 
erate distortion, slanting or staging, the 
Commission will not Inquire Into a licens¬ 
ee's decisions to cover or not to cover 
certain stores or certain persons. In re 
CBS Program "Hunger in America". 20 
FCC2d 143 (1969). 

34. Accordingly, it is ordered. That 


pursuant to Section 309(e) of the Com¬ 
munications Act of 1934. as amended, 
the captioned applications are desig¬ 
nated for hearing at a time and place to 
be specified In a subsequent Order, upon 
the following Issues: 

(1) Tb determine the efforts mode by 
Rust Communications Group. Inc., to as¬ 
certain the community probtems of the 
area to be served and the manner in 
which the applicant proposes to meet 
th*se problems; 

(2) To determine whether Rust Com¬ 
munications Grown. Inc. rnide reason¬ 
able end good faith efforts to carry out 
it* Public Affairs programming proposal 
set forth in its 1969 a plic ation for ro¬ 
ne wn l of license for Station WHAM dur¬ 
ing th* 1°69-1972 liccme term; 

(3) To determine whether Rust Com¬ 
munications Group. Inc.'s non-enter* 
IMnmcnt programming (!e.. News. 
Public Affnlrs and Other) of Station 
WHAM was reasonably responsive to the 
community problems. needs and 
interests. 

(4) To determine whether Rust Com¬ 
munications Group. Inc., has met the 
requirements of the Commission's equal 
employment opportunity rules and poll- 
ct**, in the formulation and implementa¬ 
tion of Its non-dlscrimlnatlon and af¬ 
firmative action programs as reflected in 
both the 1972 renewal application and 
the 1975 supplement thereto: 

(5) To determine, In light of the evi¬ 
dence adduced under the preceding issue, 
what sanctions, if any. should be im¬ 
posed to eliminate past discriminatory 
practices and to Insure compliance with 
our nfles in the future: 

(6) To determine in light of the evi¬ 
dence adduced under the above issues, 
wh^her the applicant has the requisite 
qualifications to be or remain a Commis¬ 
sion licensee, and whether a grant of the 
applications would s*rve the nubile inter¬ 
est convenience and necessity. 

35. !t is further ordered . ThAt Action 
for a Better Community. Inc., et al. and 

pf Rochester Tnc. ARE MADS 
PARTIES RESPONDENT to this pro¬ 
ceeding. 

36. it is further ordered. That in ac¬ 
cordance with 8ectlon 399 <e> of the 
Communications Act of 1934, as amend¬ 
ed, the burden of proceeding with the 
introduction of evidence shall be on Ac¬ 
tion for a Better Community, Inc., et al¬ 
and Metro-Act of Rochester, Inc., ns to 
Issues (1) through <5>. The burden of 
proceeding with respect to Issue (6>, and 
the burden of proof with respect to all 
Issues herein shall be upon Rust Commu¬ 
nications Group. Inc. 

37. it U further ordered. That, to avail 
themselves of the opportunity to be 
heard. Rust Communications Oroup, 
Inc., the petitioners and the complain¬ 
ant. pursuant to Section 1.221(0 of thft 
Commission's Rules, in person or by at¬ 
torney. shall within twenty (20) day* 
of the mailing of this Order, file with th* 
Commission in triplicate, a written ap¬ 
pearance staling an intention to appear 
on the date fixed for the hearing and 
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present evidence on the issues specified 
In tills Order. 

38. ft U further ordered , That Rust 
Communications Group. Inc. shall, pur¬ 
suant to section 3.11(a) (2) of the Com¬ 
munications Act of 1934, as amended, 
and f 1-694 of the Commission's Rules, 
give notice of the hearing within the time 
and in the manner prescribed in such 
rules, and shall advise the Commission of 
the publication of such notice as re¬ 
quired by } 1.594(g) of the Rules. 

Adopted: May 8,1975. 

Released: May 22.1975. 

Federal Communications 
Commission. 

I seal] Vincent J. Mullins, 

Secretary. 

[FR Doc.75-13702 Filed 5-23-75;8:45 ami 


FEDERAL MARITIME COMMISSION 

|No. 73-22; Sub. No. 11 

MATSON NAVIGATION CO.—GENERAL 

RATE INCREASE IN THE HAWAIIAN 

TRADE 

Order of Investigation; Correction 

Mat 14. 1975. 

In the Commission's order of investi¬ 
gation in this proceeding served April 24. 
1975 (40 FR 18590. April 29. 1975). Mili¬ 
tary Sealift Command was inadvertently 
omitted from the list of those filing pro¬ 
tests and the list of those named com¬ 
plainants. The order of investigation 
should be amended to correct this 
omission. 

Francis C. Hurney, 
Secretary . 

lPR Doc.75-13733 Filed 5-23-75;8:46 ora] 

FEDERAL RESERVE SYSTEM 

FEDERAL OPEN MARKET COMMITTEE 

Authorization for Domestic Open Market 
Operations 

In accordance with the Committee's 
rules regarding availability of informa¬ 
tion, notice is given that on April 30.1975, 
paragraph 1(a) of the Committee s au¬ 
thorization for domestic open market op¬ 
erations was amended to raise from $3 
billion to 34 billion the limit on changes 
between Committee meetings In System 
Account holdings of U.8. Government 
and Federal Agency securities, effective 
immediately, through the close of busi¬ 
ness May 20. 1975. At its meeting on 
May 20. 1975, the Committee voted to 
maintain the limit at $4 billion through 
tlie close of business June 17. 1975. 

Noro: Fur paragraph 1(a) of the authori¬ 
sation see 35 FR 22007. 

By order of the Federal Open Market 
Committee. May 20, 1975. 

Arthur L. Broida. 

Secretary. 

IPU Doc. 75-13740 Filed 6-29-75;8:46 am] 


NATIONAL DETROIT CORP. 
Acquisition of Bank 

National Detroit Corporation. Detroit, 
Michigan, has applied for the Board’s 


approval under section 3(a)(3) of the 
Bank Holding Company Act (12 U.8.C. 
1842(a)(3)) to acquire 80 percent or 
more of the voting shares (less directors’ 
qualifying shares) of Bank of Commerce 
of Lansing. Lansing, Michigan. The fac¬ 
tors that are considered in acting on the 
application are set forth in section 3(c) 
of the Act (12 Uj9.C. 1842(c)). 

The application may be inspected at 
the office of the Board of Governors or at 
the Federal Reserve Bank of Chicago. 
Any person wishing to comment on the 
application should submit views in writ¬ 
ing to the Secretary, Board of Governors 
of the Federal Reserve System. Washing¬ 
ton, D.C. 20551, to be received not later 
than June 19.1975. 

Board of Governors of the Federal Re¬ 
serve System, May 20,1975. 

[seal] Robert Smith, m, 

Assistant Secretary of the Board. 

[FR Doc.75-13741 Filed 5-23-75;8:45 am) 

GENERAL SERVICES 
ADMINISTRATION 

FEDERAL GRANTS AND CONTRACTS 

Proposed Cost Principles for Nonprofit 
Institutions; Request for Comments 

A uniform set of cost principles and 
procedures applicable to Federal con¬ 
tracts and grants with nonprofit institu¬ 
tions other than educational institutions, 
hospitals, and State and local govern¬ 
ments, is being proposed for incorpora¬ 
tion In the Federal Procurement Regula¬ 
tions. Parties interested In reviewing and 
commenting on this action are invited to 
submit a written request for the pro¬ 
posed amendment to the Federal Pro¬ 
curement Regulations Staff (AMC). Of¬ 
fice of Federal Management Policy, Gen¬ 
eral Services Administration. Washing¬ 
ton. DC 20405. Requests for a copy of the 
proposed amendment should be received 
by June 12,1975. 

Dated : May 19,1975. 

Philip O. Read. 

Director, Federal Procurement 
Regulations Staff . Office of 
Procurement Management. 

I FR Doc.75-13710 Filed 5-23-75;8:45 am] 

OFFICE OF MANAGEMENT AND 
BUDGET 

CLEARANCE OF REPORTS 
List of Requests 

The following is a list of requests for 
clearance of reports intended for use in 
collecting information from the public 
received by the Office of Management 
and Budget on May 20. 1975 ( 44 USC 
3509). The purpose of publishing this 
list in the Federal Register is to inform 
the public. 

The list includes the title of each re¬ 
quest received; the name of the agency 
sponsoring the proposed collection of in¬ 
formation; the agency form number(s), 
if applicable; the frequency with which 
the information is proposed to be col¬ 
lected; the name of the reviewer or re¬ 
viewing division within OMB, and an in¬ 


dication of who will be the respondents 
to the proposed collection. 

Requests for extension which appear 
to raise no significant issues are to be 
approved after brief notice through this 
release. 

Further information about the Items 
on this daily list may be obtained from 
the clearance office. Office of Manage¬ 
ment and Budget, Washington, D.C. 
20503 ( 202-395-4529). or from the re¬ 
viewer listed. , 

New Forms 

SMALL IlURtMESS ADMINISTRATION 

Program Evaluation; Surety Bond Guarantee 
Program. Single time. Contractors of Surety 
Bond Ouarantee Program. Economics and 
General Government Division. Lowry, R. L., 
395-3451. 

DEPARTMENT OF HEALTH. EDUCATION. AND 
WELFARE 

Social and Rehabilitation Service, Medical 
Eligibility Quality Control. SRS QCM-4, 
301.1 through 301.8. monthly. Title XIX 
Recipients, Human Resources Division, 
Bunderhauf, M. B.. 395-3532. 

Extensions 

department of agriculture 

8 la tint leal Reporting Service. Vegetable Seed 
Stocks. CE-10-51. annually. Vegetable Seed 
Companies. Marsha Traynham, 395-4529. 

DEPARTMENT OF HEALTH. EDUCATION. AND 

WELFARE 

So lal and Rehabilitation Service, Quarterly 
Report of Child Care Arrangement* of 
AFDC Recipients under the Work Incentive 
Program, 5RSNC3 102. quarterly, Marsha 
Traynham. 395-4529. 

Quality Control (QC) Adjustment for 
Prior Period Claims. 8RBOA-41. quar¬ 
terly. Marsha Traynham, 395-4529. 
Quality Control Adjustment for Reported 
Expenditures, SRS-OA-41, semiannually. 
Marsha Traynham, 395-4529 
Quarterly Estimate of Expenditures, SRS- 
OFM 86. quarterly, Marsha Traynham, 
395-4629. 

Quarterly Statement of Expenditures, SRS- 
OA-41. quarterly. Marsha Traynham, 
395-4529. 

DEPARTMENT OP ROUSING AND URBAN 
DEVELOPMENT 

Housing Management, 

Application for Cash Settlement—Multi- 
family Mortgage. FHA 1732. on occasion, 
Mar&ha Traynham. 395-4529. 

Notice of Property Transfer and Applica¬ 
tion for Insurance BeneQU, FHA 1025, 
on occasion. Community and Veteran* 
Affairs Division, 395-3532. 

Phillip D. Larsen. 
Budget and Management 
Officer. 

(FR DOC 76-13829 Filed 5-23-75.8:45 am] 


CLEARANCE OF REPORTS 
List of Requests 

The following is a list of requests for 
clearance of reports intended for use in 
collecting information from the public 
received by the Office of Management 
and Budget on May 21. 1975 (44 USC 
3509). The purpose of publishing this list 
in the Federal Register Is to inform the 
public. 

The list Includes the title of each re¬ 
quest received; the name of the agency 
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sponsoring the proposed collection of in¬ 
formation; the agency form numbers >, 
if applicable; the frequency with which 
the information Is proposed to be col¬ 
lected; the name of the reviewer or re¬ 
viewing division within OMB, and an 
indication of who will be the respondents 
to the proposed collection. 

Requests for extension which appear 
to raise no significant issues are to be 
approved after brief notice through this 
release. 

Further information about the items 
on this daily list may be obtained from 
the clearance office, Office of Manage¬ 
ment and Budget, Washington. D.C. 
20503 (202-305-4529), or from the re¬ 
viewer listed. 

New Foams 

OCTASTMKKT OC COMMOCS 

Bureau of East-West Trade. Statement by 
Ultimate Consignee and Purchaser, DIB- 
#007P, on occasion, foreign oommercl*1 im¬ 
porter*, Caywood. D. P.. 395-3443 
Bureau o! the Census. Evaluation of the 1974 
Consul of Agrleultirre, 74-ADO, stOfW-ttme, 
farms. Raynsford. R. 395-3814. 
Departmental and other. Request for! Name 
Check—Identification Record Check. CD- 
327. on occasion. Individuals. Caywood. 
D. P-. 395-3443. 

OBFAlTMKWT OT ItSALTH, EDUCATION. A VO 
WELT A»* 

8ocial Security Administration. Life Ethos 
Survey Questionnaire. S8A-314I. wing Je¬ 
ll me. person* over 17 In Fla.. Colorado. 
D C.. Hall, George. SUasasr. A.. 395-4697. 

Rirmom 

DXPAarMEKT or cow arise* 

Economic Development Administration. Ap¬ 
plication for Federal Assistance. prsapplt- 
catton for Federal Assistance. ED-101 A. ED- 
101P. on occasion, local unlta of govt. Gen¬ 
eral Service# Administration, Lowry. R. L. 

Extensions 

Dll* A *T Ml: NT OF CO MM **C* 

Economic Development Admlnlatrattcn. 
Quarterly Report on Guaranteed Loans. ED 
700. quarterly, business firms. Manila 
Traynham. 395 4529, 

DCTASTMCNT OF HEALTH, EDUCATION. AND 
WILTS** 

doctal and Rehabilitation Services. State 
Agency Program Expenditure Projection 
Report, 8RS-OA-25, quarterly. Marsha 
Traynham. 395-4539. 

Pmi-Lir D. Lassen. 
Budget and Management 

Officer. 

[FR DOC.75-13830 Filed 5-23-75;8:45 am | 


NUCLEAR REGULATORY 
COMMISSION 

ADVISORY COMMITTEE ON REACTOR 
SAFEGUARDS* SUBCOMMITTEE ON 
EMERGENCY CORE COOLING SYSTEMS 
(ECCS) 

Rescheduling of Meeting 

The meeting of the Advisory Commit¬ 
tee on Reactor Safeguards' ECCS Sub¬ 
committee originally scheduled for 


May 28. 1975 In Bloomington. MN. notlco 
of which was published at 40 FR 20864. 
May 13. 1975. has been rescheduled as 
follows; 

(a) The meeting will be held June 18, 
1975 In Room 1016. 1717 H St.. NW ( 
Washington, D.C. 20555. 

(b) Written statements may be sub¬ 
mitted with a postmark no later than 
June 11. 1975. 

(c> Information as to whether the 
meeting has been cancelled or resched¬ 
uled can be obtained by a prepaid tele¬ 
phone call on June 17. 1975. 

<d> A copy of the transcript of the 
open portion of the meeting will be avail¬ 
able on or after June 20. 1975. 

(e) A copy of the minutes of the meet¬ 
ing will be made available, on request, 
after September 18. 1975. 

All other matters pertaining to the 
meeting remain unchanged. The open 
portion of the meeting will commence at 
9:15 am.. June 18, 1975. 

Dated; May 21. 1975. 

John C. Hoyle. 

Advisory Committee 
Management Officer . 

IFR Doc.75-13713 Filed &-23-75;8:45 am) 

| Docket No. 50-293| 

BOSTON EDISON CO. 

Notice of Issuance ol Amendment to 
Facility Operating License 

Notice is hereby given that the U.£. 
Nuclear Regulatory Commission (the 
Commission > lias issued Amendment No. 
9 to Faculty Operating License No. 
DPR-35 issued to the Boston Edison 
Company (the licensee), which revised 
Technical Specifications for operation of 
the Pilgrim Nuclear Power 8taUon Uhc 
facility), located in Plymouth County. 
Massachusetts. The amendment Is effec¬ 
tive as of its date of issuance. 

The amendment requires operability 
and surveillance of hydraulic snubbers 
required to protect the primary coolant 
system and an other safety related sys¬ 
tems and components in accordance with 
the licensee's request dated October 7, 
1974. 

The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954. 
as amended (the Act), and the Commis¬ 
sion's rules and regulations. The Com¬ 
mission has made appropriate findings 
as required by the Act and the Commis¬ 
sion's rules and regulations in 10 CFR 
Ch 1. which are set forth in the license 
amendment. Prior public notice of this 
amendment is not required since the 
amendment does not Involve a significant 
hazards consideration. 

For further details with respect to this 
action, see (1) the application for 
amendment dated October 7. 1974, (2) 
Amendment No 9 to License No. DPR-35, 
with Change No. 11. and (3) the Com¬ 
mission's concurrently issued related 
Safety Evaluation. All of these items are 
available for public inspection at the 


Commission's Public Document Room. 
1717 H Street. NW. Washington. D.C. 
and at the Plymouth Public Library on 
North Street In Plymouth. Massachu¬ 
setts 02360. A copy of items (2) and (3) 
may be obtained upon request addressed 
to the U.8. NucIcat Regulatory Commis¬ 
sion. Washington. D.C. 20555. Attention: 
Director. Division of Reactor Licensing. 

Dated at Bethesda, Maryland, this 
15th day of May 1975. 

Per the Nuclear Regulatory Commis¬ 
sion. 

Dennis L. Ziemann. 

Chief, Operating Reactors 
Branch $2. Division of Re¬ 
actor Licensing. 

[FR Doc.75-13715 Filod 5-23-75.8:45 am) 


(Docket Nos. 50-514. GO 515) 

PORTLAND GENERAL ELECTRIC CO. 

(PEBBLE SPRINGS NUCLEAR PLANT, 

UNITS 1 AND 2) 

Schedule for Evidentiary Hearing 

The U.S. Atomic Energy Commission 1 
by its December 9, 1974 ' Notice Or Hear¬ 
ing On Application For Construction 
Permits", 39 FR 42938. ordered a public 
hearing to be held on the application by 
the Portland General Electric Company 
for construction permits for two pressur¬ 
ized water nuclear reactors designate ns 
the Pebble Springs Nuclear Plant, Units 
1 and 2, each of which would be designed 
for operation at 3.600 thermal megawatts 
with a net electrical output of approxi¬ 
mately 1.260 megawatts. The propose 
facilities are to be located in GllUrim 
County. Oregon. 

The hearing on this application will be 
conducted by the Atomic Safety and 
Licensing Board, which has been desig¬ 
nated by the Chairman of the Atomic 
Safety and Licensing Board Panel, con¬ 
sisting of Dr. Walter H. Jordan. Dr. Wil¬ 
liam E Martin, and James R. Yore. E*q, 
Chairman. 

The evidentiary hearing If schedule! to 
begin at 10 am., local time, on Tuesday. 
June 24. 1975, In the Arlington Elemen¬ 
tary School, Arlington, Oregon 97812. 
Members of the public are Invited to at¬ 
tend this hearing Individuals or repre¬ 
sentative* of organizations wishing to 
make limited appearances pursuant to 
I 2.715(a) of the Commission’s rules of 
practice. 10 CFR Part 2, will be permitted 
to do so on Tuesday, June 24.1975. 

It is so ordered. 

Dated at: Bethesda, Maryland this 21st 
day of May 1975. 

For the Atomic Safety and Licensing 
Board. 

James R. Yosjc, Chairman. 

(FR Doc.76-13714 Filed 5-23-75;8:45 ami 


* Pursuant to the Energy Reorganization 

Act. Pub, L- 93-438. all tho regulatory and 
licensing functions of the Atomic Energy 
Commission were transferred to the Nuclear 
Regulatory Commission. 
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| Docket No. 50-2401 

COMMONWEALTH EDISON CO. (DRESDEN 

NUCLEAR TOWER STATION UNIT 3) 

Proposed Issuance of Amendment to 
FadTfty Operating License 

The Nuclear Regulatory Commission 
i the Commission) is considering issu¬ 
ance o t an amendment to Facility Op¬ 
erating License No. DPRr-25 issued to the 
c ommonwealth Edison Company (the 
licensee) for operation of the Dresden 
Nuclear Power Station Unit 3 (the fa¬ 
cility) located in Grundy County. Illi¬ 
nois. The licensee is presently licensed 
to operate the facility, a boiling water 
reactor, at power levels up to 2627 MWt 
using a mixture of 8X8 and 7X7 fuel 
assemblies in the core. 

The amendment would revise the pro¬ 
visions in the facility Technical Specifi¬ 
cations to permit operation of the facility 

(1) with additional 8X8 fuel assemblies. 

(2) using operating limits based on the 
General Electric Thermal Analysis Basis 
• GETAB). and X3> using modified op¬ 
erating limits based upon an evaluation 
of ECC8 performance calculated in ac¬ 
cordance with an acceptable evaluation 
model that conforms to the requirements 
of the Commission's regulations in 10 
CFR f 50.46. The amendment would 
modify various limits established in ac¬ 
cordance with the Commission's Interim 
Acceptance Criteria, and would, with re¬ 
spect to Dresden Unit 3. terminate the 
further restrictions imposed by the Com¬ 
mission's December 27. 1874. Order For 
Modification of License, and would im¬ 
pose instead, limitations established in 
accordance with the Commission's Ac¬ 
ceptance Criteria for Emergency Core 
Cooling Systems for Light Wa ter Nu¬ 
clear Power Reactors. 10 CFR f 50 46. 
This action is in accordance with the 
licensee's applications dated January 21, 
1975 (as supplemented by letter dated 
February II, 1975). April 4. 1975 and 
May 5. 1975. 

Prior to issuance of the proposed li¬ 
cense amendment, the Commission will 
have made the findings required by the 
Atomic Energy Act of 1954. as amended 
(the Act), and the Commission's rules 
and regulations. 

By June 26. 1975 the licensee may file 
a request for a hearing and any person 
whose interest may be affected by this 
Proceeding may flic a request for a hear¬ 
ing in the form of a petition for leave to 
intervene with respect to the issuance 
of the amendment to the subject facility 
operating license. Petitions for leave to 
Intervene must be filed under oath or 
amnnation in accordance with the pro¬ 
visions of | 2.714 of 10 CFR Part 2 of the 
Commission's regulations. A petition for 
leave to Intervene must set forth the in- 
west of the petitioner in the proceed¬ 
ing. how that interest may be affected by 
the results of the proceeding, anrf the 
Petitioner's contentions with respect to 
the proposed licensing action. Such peti¬ 
tions must be filed in accordance with 
the provisions of this Federal Register 
notice and I 2.714. and must be filed with 
the Secretary of the Commission. U.8. 
Nuclear Regulatory Commission. Wash¬ 


ington, DC. 20555. Attention: Docketing 
and Service Section, by the above date. 
A copy of the petition and/or request for 
a heating should be sent to the Executive 
Legal Director. U.S. Nuclear Regulatory 
Commission. Washington. DC. 20555. axul 
to John W. Rowe. Esquire. Lsham. Lin¬ 
coln and Beale. One First National Plaza. 
Chicago. Illinois 60670. the attorney for 
the licensee. 

A petition for leave to Intervene mmt 
be accompanied by a supporting affidavit 
which identifies the specific aspect or 
aspects of the proceeding as to w hich In¬ 
tervention is desired and specifics with 
particularity the facts on which the peti¬ 
tioner relics as to both his interest and 
his contentions with regard to each as¬ 
pect on which intervention is requested. 
Petitions stating contentions relating 
only to matters outside the Commission's 
jurisdiction will be denied. 

All petitions will be acted upon by the 
Commission or licensing board, desig¬ 
nated by the Commission or by the 
Chairman of the Atomic Safety and Li¬ 
censing Board Panel. Timely petition! 
will be considered to determine whether 
a hearing should be noticed or another 
appropriate order issued regarding the 
disposition of the petitions. 

In the event that a hearing is held And 
a person is permitted to Intervene, he 
becomes a party to the proceeding and 
has a right to participate fully in the 
conduct of the hearing. For example, he 
may present evidence and examine and 
cros^-examine witnesses. 

For further details with respect to this 
action, see (1) the applications lor 
amendment dated January 21, 1975 (as 
supplemented by filing dated February 
11. 1975) April 4 and May 5. 1975. (2) 
the Technical Report on the General 
Electric Company 8X8 Fuel Assembly 
dated February 5. 1974, by the Director¬ 
ate of Licen Ing, (3) the Report of the 
Advisory Committee on Reactor Safe¬ 
guards cn operation with 8X8 fuel assem¬ 
blies dated February 12. 1974. (4) the 
non-proprietary General Electric Report 
NEDO-10958 on GETAB. (5) the Com¬ 
mission's evaluation dated September 
1974 of the General Electric Report 
(NEDO-10958», (6) the Commission's 
Order for Modification of License dated 
December 27. 1974 and the documents 
referred to in the Order i published in the 
Federal Register on January 9. 1975 
(40 FR 1790 *, and (7) the Commission's 
"Notice of Proposed Issuance of Amend¬ 
ment to Facility Operating License", 
dated November 14. 1974. relating to 
Dresden Unit 3 high total peaking fac¬ 
tors, which was published in the Federal 
Register on November 21, 1974 <39 FR 
40880). < Item 7 is referred to in the April 
4, 1975 application referenced in item 
(1) above.) All of these items are avail¬ 
able for public inspection at the Com¬ 
mission's Public Document Room. 1717 
H Street. IfW, Washington, DC., and at 
the Morris Public Library at 604 Lib¬ 
erty Street in Morris. Illinois 60451 The 
license amendment and the Safety Eval¬ 
uation. when issued, may be Inspected at 
the above locations and a copy may be 
obtained upon request addressed to the 


U.S. Nuclear Regulatory Commission. 
Washington. DC. 20655, Attention: Di¬ 
rector. Division of Reactor Licensing. 

Dated at Bcthesda. Maryland this 21st 

day of May 1975. 

For the Nuclear Regulatory Commis¬ 
sion. 

Dennis L. Zitmann. 
Chief Operating Reactors 
Branch 2, Division of Re¬ 
actor Licensing. 

(FR Doc.75-13770 Filed 5 23 75:8:46 • m) 

SECURITIES AND EXCHANGE 
COMMISSION 

BOSTON STOCK EXCHANGE 

Applications for Unlisted Trading Privileges 
and oi Opportunity lor Hearing 

May 20. 1975. 

The above named national securities 
exchange has filed applications with the 
Securities and Exchange Commission 
pursuant to section 12(f)(1)(B) of the 
Securities Exchange Act of 1934 and Rule 
12f-l thereunder, for unlisted trading 
privileges in the common stocks of the 
following companies, which securities arc 
fisted and registered on one or more other 
national securities exchanges: 

rile No. 

E. F. Hutton OrcMip, Inc. (Tbc)_._ 7-4731 

Safeguard IndUNlricA, Luc-- 7 4732 

Upon receipt of a request, on or be¬ 
fore June 5, 1975. from am* Interested 
person, the Commission will determine 
whether the application with respect to 
any of the companies named shall be 
set down for hearing. Any such request 
should state briefly the title of the secu¬ 
rity In which he is interested, the nature 
of the Interest of the person making the 
request, and the position he proposes 
to take at the hearing. If ordered. In 
addition, any interested person may sub¬ 
mit his views or any additional facts 
bearing on any of the said applications 
by means of a letter addressed to the 
Secretary. Securities and Exchange 
Commission. Washington. D.C. 20549 not 
later than the date specified. If no one 
request* a hearing with respect to any 
particular application, such application 
will be determined by order of the Com¬ 
mission on the basis of the facts stated 
therein and other information contained 
in the official files of the Commission 
pertaining thereto. 

For the Commission, by the Division 
of Market Regulation, pursuant to del¬ 
egated authority. 

I real) George A. FrnsivaiONs. 

Secretary . 

(FR Doc.75-13775 Filed 5 23 75:8:45 am) 
|FU« No. 500-1) 

INTEGRITY ENTERTAINMENT CORP. 

Suspension of Trading 

May 19. 1975. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the common 
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stock of Integrity Entertainment Corp. 
being traded otherwise than on a na¬ 
tional securities exchange Is required In 
the public interest and for the protec¬ 
tion of investors; 

Therefore, pursuant to section 15(c) 
<5> of the Securities Exchange Act of 
1934, trading in such securities other¬ 
wise than on a national securities ex¬ 
change is suspended, for the period from 
9:45 a.m. (e.d.t.) on May 19.1975 through 
midnight <e.d.t> on May 28, 1975. 

By the Commission. 

[seal) George A. FitzsTMmons. 

Secretary. 

|HR Doc.75-13727 Filed V23~75;8:4S am) 


170-5873; Rel. No. 180981 

CONSOLIDATED NATURAL GAS CO. 

Proposed Issue and Sate of Principal 

Amount of Debentures at Competitive 

Bidding 

May 20. 1975. 

Notice is hereby given that Consoli¬ 
dated Natural Gas Company (“Consoli¬ 
dated') 30 Rockefeller Plaza, New York, 
New' York 10020, a registered holding 
company, has filed a declaration with 
this Commission pursuant to the Public 
Utility Holding Company Act of 1935 
(“Act'), designating sections 6<a> and 
7 of the Act and Rule 50 promulgated 
thereunder as applicable to the proposed 
transaction. All interested persons are 
referred to the declaration, which is 
summarized below, for a complete state¬ 
ment of the proposed transactions. 

Consolidated proposes to issue and sell, 
subject to the competitive bidding re¬ 
quirements of Rule 50, $100,000,000 prin¬ 
cipal amount of — percent Debentures 
due July 1. 1995. The interest rate 
(which will be a multiple of % of 1 per¬ 
cent) and the price, exclusive of accrued 
interest (which will be not less than 99 
percent or more than 102 percent of the 
principal amount thereof) will be deter¬ 
mined by competitive bidding. The de¬ 
bentures will be issued as a new scries 
under a Fifth Supplemental Indenture, 
dated as of July 1. 1975, to the Indenture 
between Consolidated and Manufacturers 
Hanover Trust Company, New York, New 
York, as Trustee. The Indenture in¬ 
cludes a prohibition until July 1. 1980. 
against refunding the issue with or In 
anticipation of funds borrowed at a lower 
effective Interest cost. The debentures 
will be subject to a sinking fund, com¬ 
mencing July 1, 1980. designed to retire 
100 percent of the aggregate principal 
amount thereof by maturity. The pro¬ 
ceeds of the sale of the debentures will 
be used to finance, in part, the 1975 capi¬ 
tal expenditures of Consolidated's sub¬ 
sidiary companies, presently estimated 
at $198,000,000. including $161,600,000 re¬ 
quired to develop sources of additional 
gas supply. 

It is stated that the fees and expenses 
to be incurred in connection with the 
proposed transaction are estimated at 
$158,000 including $30,000 service 
charges at cost, and accountants fees and 


expenses of $13,000. The fees and ex¬ 
penses of counsel for the underwriters 
are to be paid by the successful bidders; 
the amount will be supplied by amend¬ 
ment. 

It is further stated that no State com¬ 
mission and no Federal commission other 
than this Commission, has jurisdiction 
over the proposed transaction. 

Notice is further given that any inter¬ 
ested person may. not later than June 15, 
1975, request in writing that a hearing be 
held on such matter stating the nature 
of his interest, the reasons for such re¬ 
quest. and the issues of fact or law 
raised by said declaration which he de¬ 
sires to controvert; or he may request 
that he be notified if the Commission 
should order a hearing thereon. Any such 
request should be addressed: Secretary, 
Securities and Exchange Commission. 
Washington, D.C. 20549. A copy of such 
request should be served personally or 
by mail (air mail if the person being 
served is located more than 500 miles 
from the point of mailing) upon the de¬ 
clarant at the above-stated address, and 
proof of service (by affidavit or, in case 
of an attorney-at-law, by certificate) 
should be filed with the request. At any 
time after said date, the declaration, as 
filed or as it may be amended, may be 
permitted to become effective as provided 
in Rule 23 of the General Rules and Reg¬ 
ulations promulgated under the Act. or 
the Commission may grant exemption 
from its rules under the Act as provided 
la Rules 20<a) and 100 thereof or take 
such other action as it may deem appro¬ 
priate. Persons who request a hearing or 
advice as to whether a hearing is ordered 
will receive any notices and orders issued 
in this matter. Including the date of the 
hearing (if ordered) and any postpone¬ 
ments thereof. 

For the Commission, by the Division of 
Corporate Regulation, pursuant to dele¬ 
gated authority. 

[seal! George A. Fitzsimmons, 

Secretary. 

|FR Doc.75-13726 Filed 5-23-75:8:45 am) 


|70-6677; Rel. No. 180921 

MONONGAHELA POWER CO. 

Proposed Issuance and Sale of First 
Mortgage Bonds at Competitive Bidding 

May 19. 1975. 

Notice is hereby given that Mononga- 
hela Power Company (“Monongahela''), 
1310 Fairmont Avenue. Fairmont, West 
Virginia 26554, an electric utility subsid¬ 
iary company of Allegheny Power Sys¬ 
tem. Inc. (“APS"), registered holding 
company, has filed an application-dec¬ 
laration and amendments thereto with 
this Commission pursuant to the Public 
Utility Holding Company Act of 1935 
(“Act’*) designating sections 6 and 7 of 
the Act and Rule 50 promulgated there¬ 
under as applicable to the proposed 
transactions. All interested persons are 
referred to the application-declaration, 
as amended, which is summarized below, 


for a complete statement of the proposed 
transaction. 

Monongahela proposes to issue and 
sell, subject to the competitive bidding 
requirements of Rule 50 under the Act. 
up to $30,000,000 principal amount of 
First Mortgage Bonds, In one or more 
series, each such scries to mature In not 
less than 5 and not more than 30 years. 
The Interest rate (which will be ex¬ 
pressed in a multiple cf % of 1 percent) 
and the price to be paid to Monongahela 
for the Bonds (which shall not be less 
than 100 percent unless Monongahela 
shall authorize a lower percentage not 
less than 99 percent, and shall not ex¬ 
ceed 102.76 percent) will be determined 
by competitive bidding. The terms of 
the Bonds preclude Monongahela from 
redeeming any such Bonds prior to 
June 1, 1980, if such redemption is for 
the purpose of refunding such Bonds 
with proceeds of funds borrowed at a 
lower effective interest cost. The Bonds 
will be Issued under and secured by the 
Mortgage and Deed of Trust, dated as of 
August 1. 1945. as supplemented, to First 
National City Bank (“Trustee"), and a 
new Indenture Supplemental thereto 
which will be dated as of the first day 
of the month In which the Bonds are to 
bo issued. 

The proceeds realized from the sale of 
the Bonds are proposed to be used to pay’ 
short-term debt incurred by the Com¬ 
pany. and to pay all or a part of the 
$22,000,000 of 3 percent First Mortgage 
Bonds which mature on August 1, 1975. 
As of April 21, 1975, $7,000,000 In short¬ 
term borrowings were outstanding, and it 
is anticipated that at the time of the 
Lssuance and delivery of the Bonds, ap¬ 
proximately $19,000,000 in short-term 
borrowings will be outstanding. 

The fees and expenses to be incurred 
in connection with the proposed trans¬ 
action will be supplied by amendment. It 
Is stated that the Public Utilities Com¬ 
mission of Ohio lias Jurisdiction over the 
proposed Issuance and sale of the Bonds 
and that no other state commission and 
no federal commission, other than this 
Commission, has Jurisdiction over the 
proposed transaction. 

Notice is further given that any in¬ 
terested person may. not later than 
June 9. 1975. request in writing that a 
hearing be held on such matter, stating 
the nature of his interest, the reasons for 
such request, and the issues of fact or 
law raised by said application-dec la ra¬ 
tion which he desires to controvert; or 
he may* request that he be notified if the 
Commission should order a hearing 
thereon. Any such request should be ad¬ 
dressed: Secretary. Securities and Ex¬ 
change Commission, Washington, DC. 
20549. A copy of such request should be 
served personally or by mail (air mail if 
the person being served is located more 
than 500 miles from the point of mail¬ 
ing) upon the applicant at the above- 
stated address, and proof of service (by 
affidavit or. In case of an attorney at law. 
by certificate) should be filed with the 
request. At any time after said date, the 
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apphcathm-declaration. as amended or 
or as it may be further amended, may be 
f ;ranted and permitted to become effec¬ 
tive as provided in Rule 23 of the Gen¬ 
eral Rules and Regulations promulgated 
under the Act, or the Commission may 
take such other action as It may deem 
appropriate. Persons who request a hear¬ 
ing or advice as to whether a hearing is 
ordered will receive any notices and 
orders issued in this matter, including 
the date of the hearing (if ordered! and 
any postponements thereof. 

For the Commission, by the Division of 
of Corporate Regulation, pursuant to 
delegated authority. 

l seal 1 Georgz A- Fitzstmmoxs. 

Secretary. 

| PR Doc.75 13729 Piled 5-23-7S;8.46 *m| 


(70-5079; R*l. No. 18087] 

OHIO POWER CO. 


Proposed Acquisition of Coal Cars and Sub¬ 
lease of Certain of Said Cars to Railroad 


Companies 


Mat 15, 1975. 


Notice Is hereby given that Ohio Power 
Company ("Ohio Power"!. 301 Cleveland 
Avenue SW. Canton. Ohio 44701. an elec¬ 
tric utility subsidiary company ol Amer¬ 
ican Electric Power Company, n regis¬ 
tered holding company, has filed with 
this Commission an application-declara¬ 
tion pursuant to the applicable provi¬ 
sions of the Public Utility Holding 
Company Act of 1935 ("Act") regarding 
the acquisition by lease of cool cars and 
related transactions. Ohio Power re¬ 
quests approval of these transactions, 
nnipgji advised by the Commission that 
approval thereof under the Act is not 
required All interested persons are re¬ 
ferred to the application-declaration, 
which is summarized below, for a com¬ 
plete statement of the proposed transac¬ 
tions. 

Ohio Power states that it has entered 
into agreements with Bethlehem Steel 
Corporation ("Bethlehem") and Green¬ 
ville Steel Car Corporation ("Orcen- 
ville") for the manufacture of 377 coal 
hopper cars by Bethlehem and 373 coal 
hopper cars by Greenville (collectively, 
the "cars") for aggregate purchase 
prices of approximately $9,425,000 and 
110,630,000. respectively. By assignments 
dated December 23. 1974 and February 
18. 1075. Ohio Power assigned its right 
to purchase the Bethlehem and Green¬ 
ville cars, respectively, to C.I.T, Finan¬ 
cial Services, Inc. ("lessor"!. Ohio Powct 
and lessor have entered into two leases 
("lease #1" and "lease *2") dated De¬ 
cember 23. 1974. with respect to the 
Bethlehem and Greenville cars, re¬ 
spectively. The leases arc subject to the 
receipt of any required approval of this 
Commission. 

Terms of the leases require Ohio Power 
^ pay rent on the cars In the following 
manner: Ohio Power has paid, or will 
W. to lessor an initial payment of rent 
on April 2, 1975 (for lease #1) and 
July 2.1975 (for lease *2) in an amount 


equal to .0355 percent of the purchase 
price of each car. and thereafter pay in 
sixty consecutive quarterly Installments 
an amount equal to 3.194 percent of the 
purchase price thereof (or approximately 
$798.50 and $910.20 per car per quarter 
under lease *1 and £2. respectively. It 
is stated that the leases arc net leases 
pursuant to which Ohio Power will pay 
the rents required thereunder unless 
such obligation to pay is executed or 
terminated under terms of the leases. 
Each leacc contains a provision granting 
Ohio Power the option to purchase the 
cars from the lessor at a fair market 
soles value, said value to be determined 
on the basis of on arms-length transac¬ 
tion. These options to purchase may be 
exercised at the end of Lite leases or any 
extended term thereof. Ohio Power and 
the lessor have further agreed that in 
the event this Commission does not issue 
a no-action letter or approve Ohio Pow¬ 
ers participation In the leases by June 
15. 1975, Ohio Power will purchase the 
cars from the lessor at a price for each 
car equal to the sum of (i) the purchase 
price of the car, plus (U) .0355 percent 
of said purchase price lor each day which 
has elapsed between the acceptance of 
such car Vo and Including June 15. 1975, 
plus (ill) certain expenses and <iv) less 
an amount equal to the initial rental 
pavmcnt. 

It is further stated that Ohio Power 
Is presently utilizing 167 of the 377 
Bethlehem cars for the delivery of coal 
to its Mitchell Plant in West Virginia. 
Until the cars are fully utilized. Ohio 
Power has sublet 60 of the remaining 
cars to The Chesapeake and Ohio Rail¬ 
way Company ("CJLO") under an agree¬ 
ment dated as of December 24. 1974 
("sublease"). Under terms of the sub¬ 
lease. Ohio Pooler may terminate the 
sublease of any and all cars upon 10 
days* written notice to CIO. It is stated 
that the rental payments to Ohio Power 
from CIO are $270 per car per month 
and that this is substantially equal to 
Ohio Power's cost under the lease. It Is 
Turther stated that 150 of the Bethlehem 
cars arc being subleased to the Burling¬ 
ton Northern ("BN") railroad under 
terras similar to those In effect with 
CIO. The CIO and BN subleases con¬ 
template that additional cars may be 
made subject to those agreements. 

Ohio Power's entry into Leases No. 
1 and No. 2 have been expressly author¬ 
ized by the Public Utilities Commission 
of Ohio and no other state commission 
and no federal commission, other than 
this Commission, has Jurisdiction over 
the proposed transactions. Fees and ex¬ 
penses to be incurred in connection with 
the broposed transactions are estimated 
at $12,500. including legal fees of $10,000. 

Notice is further given that any Inter¬ 
ested person may, not later than June 11. 
1975. request in writing that a hearing 
be held on such matter, stating the 
nature of hU interest, the reasons for 
such request, and the Issues of fact or 
law raised by said application-declara¬ 
tion which he desires to controvert, or 
he may request that he be notified If the 


Commission should order a hearing 
thereon. Any such request should be ad¬ 
dressed: Secretary. Securities and Ex¬ 
change Commission. Washington, D.C. 
20549. A copy of such request should be 
served personally or by mail (air mail 
If the person being served is located 
marc than 500 miles from the point of 
mailing) upon the applicant-declarant 
at the above-stated address, and proof 
of service (by affidavit or. in case of an 
attorney at law, by certificate) should 
be filed with the request At any time 
after said date, the application-declara¬ 
tion. as it may be amended, may’ be 
granted and permitted to become effec¬ 
tive as provided in Rule 23 of the general 
rules and regulations promulgated under 
the Act. or the Commission may grant 
exemption from such rules as provided in 
Rules 20(a) and 100 thereof or take 
such other action as It may deem appro¬ 
priate. Persons who request a hearing 
or advice as to whether a hearing is 
ordered will receive any notices and 
orders Issued In this matter. Including 
the date of the hearing (If ordered) 
and any postponements thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

(seal! George A. Fitzsimmons, 

Secretary. 

|FU Doc.75-13729 Filed 5-23 75;8:45 am] 


[Rei. No. 18991; 31-750. etc.) 

EMPIRE STATE POWER RESOURCES. INC. 
ET AL 

Utility Companies; Proposal to Acquire 
Stock of Electric Generation Subsidiary; 
Applications for Exemptions 

Mat 19. 1975. 

In the matter of EJnpire State Power 
Resources, Inc., c/o Milbank. Tweed. 
Hadley & McCloy. 1 Chase Manhattan 
Plaza. New York. New York 10005; Con¬ 
solidated Edison Company of New York. 
Inc, 4 Irving Place, New York. New 
York 10003. (31-750>: Long Island Light¬ 
ing Company. 250 Old Country Road. 
Min cola. New York 11501 (31-751); New 
York State Electric k Gas Corporation. 
4500 Vestal Parkway East. Binghamton. 
New York 13902 (31-752); Niagara 

Mohawk Power Corporation. 300 Erie 
Boulevard West, Syracuse, New York 
13202 (70-5681); <31-753); Rochester 
Gas and Electric Corporation, 89 East 
Avenue, Rochester, New York 14649 (70- 
5681».(31-754). 

Notice Is hereby given that Empire 
State Power Resources. Inc, ("ESPRI"), 
a newly-organized electric generating 
company, and five of Its seven sponsor¬ 
ing public-utflit> ? companies. Consoli¬ 
dated Edison Company of New York, 
Inc. ("Con Ed'*), Long Island Lighting 
Company ("LILCO"), New York State 
Electric & Gas Corporation ("NYSEG"). 
Niagara Mohawk Power Corporation 
("Niagara Mohawk") and Rochester Oas 
and Electric Corporation r'RGJdBD, 
have filed with this Commission a Joint 
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application, including requests for ex¬ 
emptions, pursuant to the Public Utility 
Holding Company Act of 1935 (“Act"), 
designating, to the extent applicable, 
sections 3(a)(1), 3(a)(2). 9(a)(2) and 
10 of the Act All interested persons are 
referred to the Joint application, which 
is summarized below, for a complete 
statement of the proposals, 

ESPRI was organized under New York 
law in 1974 by seven public-utility com¬ 
panies (“Sponsors"). The Sponsors in¬ 
clude the five applicants named above 
and Central Hudson Gas & Electric Cor¬ 
poration ("Central Hudson") and Orange 
and Rockland Utilities. Inc. ("Orange 
and Rockland”). The Sponsors Intend, 
through ESPRI, to facilitate the devel¬ 
opment of power resources In the State 
of New York for the period 1980-1991 in 
order to supply anticipated load growth 
In the Sponsors' service areas, to provide 
reserve capacity, and to allow for retire¬ 
ment of uneconomical generating units. 
It is stated that the collective participa¬ 
tion of the Sponsors In developing such 
capacity will relieve the Sponsors of the 
burden of financing future needs on an 
Individual basis, will allow them to share 
the financial risks, and should make fi¬ 
nancing more readily available. 

It is proposed that ESPRI will con¬ 
struct thirteen nuclear and three coal- 
fired base-load units at various locations 
throughout New York State, with a total 
rated capacity of 18,600 MW. The various 
units are expected to be placed in service 
from time to time, with the first unit 
scheduled for the summer of 1980. 
Preliminary work has been started by 
several of the Sponsors on four units. 
ERPRI plans to acquire all work-in- 
progress and other property Interests re¬ 
lated to these units and to complete con¬ 
struction. Although ESPRI will assume 
full responsibility for all units and will 
ultimately employ its own staff. It may. 
during the initial years, enter into con¬ 
tracts for services with one or more of 
its Sponsors. 

To defray organizational costs and to 
provide ESPRI with funds for engineer¬ 
ing, siting, planning, legal, financial and 
other studies to be undertaken in con¬ 
nection with its long-term construction 
program, the Sponsors propose to acquire 
up to 2.000 shares of ESPRI’s capital 
stock, par value $1.00 per share, at a price 
of $1,000 per share for an aggregate price 
of up to $2,000,000. The number of 
shares, purchase price and percentage of 
the outstanding total of such shares to be 
acquired by each Sponsor shall be os 
follows: 


Bpoujwr 

Number 

of 

Allan* 

Pun-hnsn 

price 

IVrrrttUc* 
of total 

ConmIMatrd 

RfUion.. 

400 

*400,000 

20 

14 LOO. 

400 

400,000 

20 

NYSEO.. 

400 

400,000 

20 

N bur or* Molvank*.. 

400 

400,000 

20 

HOAR_— 

300 

200,000 

10 

Centra) lludm- 

no 

110,001) 

tl 

Orw owl 

Rockland. 

to 

90,000 

ts 

Total. 

2,000 

2,000,000 

100 


It is'stated that the number of shares 
proposed to be purchased by each Spon¬ 
sor has been determined on the basis of 
the approximate percentage of ESPRI's 
capital stock to be owned by each Spon¬ 
sor following completion of the last of 
the sixteen generating units now pro¬ 
posed to be constructed by ESPRI. If less 
than 2,000 of ESPRI's shares of capital 
stock are issued, the number of share* 
purchased by each Sponsor will be in the 
respective proportions set forth above. 

It is estimated that over $20 billion in 
capital funds will be required to complete 
ESPRI's construction program. To fi¬ 
nance those costs, in part, the Sponsors 
propose to acquire additional shares of 
capital stock. The Sponsors also expect 
to arrange for interim financing in the 
form of lines of credit, term loans and 
other commitments. It is expected that 
the permanent capitalization of the com¬ 
pany will consist of approximately 60 
percent senior debt, 20 percent pollution 
control financing, and 20 percent com¬ 
mon equity. 

Each Sponsor has tentatively desig¬ 
nated the percentage of capacity of a 
particular unit that it will require, and 
pursuant to a capital funds agreement 
each of the Sponsors will be obligated to 
provide the same percentage of capital 
funds required to complete the unit. The 
S}x>nsors participating In a particular 
unit will also enter into a long-term 
power contract with respect to such unit. 
Under each power contract, a participat¬ 
ing Sponsor will be obligated to pay its 
pro rata share of total capacity costs of 
all the units based on the percentage of 
capacity which it has agreed to purchase 
from all of the units. Such capacity pay¬ 
ments will be made without regard to the 
amount of energy produced by an indi¬ 
vidual unit, and each participating Spon¬ 
sor will be entitled to purchase its share 
of energy output at nn average cost 
determined on a systemwide basis. 

It is further provided that upon any 
default by a participating Sponsor under 
either the power contract or capital 
funds agreement, the remaining partic¬ 
ipating Sponsors mmt increase their 
participation on a pro-rata basis in order 
to satisfy the obligations of the default¬ 
ing participant. 

Con Ed. ULCO and NYSEG, each of 
which is organized under New York law. 
provide gas and electric service to cus¬ 
tomers exclusively within New York 
State. None of the three companies is now 
a holding company or an affiliate of a 
public-utility company, and no part of 
their revenues arc derived from public 
utility operations outside of New York 
State. Since each proposes to acquire 
more than 10 percent of ESPRI's capital 
stock, each will be a holding company a* 
defined by the Act. 

RG&E is a public-utility company and 
on exempt holding company under the 
Act (HCAR No. 9296. August 25, 1949) 
by virtue of its ownership of all of the 
outstanding stock of Canadea Power 
Corporation (“Canadea”), Its acquisition 
of ESPRI’s capital stock is. therefore, 
subject to sections 9(a) (2) and 10 of the 


Act. Canadea is organized and operated 
in New York State. No part of RG&E's in¬ 
come is derived from public utility op¬ 
erations outside of New York 8tate. 

Niagara Mohawk is also an exempt 
holding company under section 3(a)(1) 
of the Act pursuant to Rule 2 thereun¬ 
der by virtue of its ownership of all of 
the outstanding stock of two Canadian 
electric utility companies and 82.78 per¬ 
cent of the voting stock of an hydro¬ 
electric generation subsidiary company 
It* acquisition of ESPRI’s stock will also 
be subject to section 9(a) (2) and 10 of 
the Act. Only Niagara Mohawk, among 
the five applicants, derives income from 
public utility subsidiaries which are not 
organized and operated within New York 
State. Its two Canadian subsidiaries, on 
a combined basis, serve approximately 
14.000 retail electric consumers In the 
Province of Ontario. For the period 
ended December 31. 1974. gross revenues 
from such sales were $9,836,000 after 
adjustments are made for sales to and 
purchases from Niagara Mohawk. The 
Canadian gross subsidiary revenues rep¬ 
resent approximately 1 & percent of 
Niagara Mohawk’s consolidated electric 
revenues. All of Niagara Mohawk s gas 
revenues are derived from sales within 
New York State. 

Orange and Rockland and Central 
Hudson arc not applicants in this pro¬ 
ceeding since neither company’s acqui¬ 
sition of ESPRI’s stock is subject to 
sections 9(a)(2) and 10 of the Act. 
Moreover, neither company will become 
a holding company with respect to 
ESPRI. 

The Public Service Commission of the 
State of New York has Jurisdiction over 
the Issuance and sale of ESPRI's capital 
stock and over the acquisition thereof by 
Its Sponsors. The Federal Power Com¬ 
mission has Jurisdiction over the acqui¬ 
sition of ESPRI’s capital stock by those 
Sponsors not requiring Commission ap¬ 
proval under sections 9(a> (2) and 10. 
The orders of those commissions approv¬ 
ing the proposed transactions will be 
supplied by amendment No other State 
or Federal commission, other than this 
Commission, has Jurisdiction over the 
proposed transaction and applications 
for exemption. A statement of the fees, 
commissions and expenses Incurred or to 
be Incurred in connection with the pro¬ 
posed transaction will also be supplied by 
amendment. 

Notice Is further given that any inter¬ 
ested person may. not later than June 13, 
1975, request In writing that a hearing be 
held on such matter, stating the nature 
of hts Interest, the reasons for such re¬ 
quest, and the issues of fact or law raised 
by said application which he desires to 
controvert: or he may request that he be 
notified if the Commission should order a 
hearing thereon. Any such request should 
be addressed: Secretary. Securities and 
Exchange Commission. Washington. D C. 
20549. A copy of such request should be 
served personally or by mail (air mad 
Jf the person being served is located more 
than 500 miles from the point of mail¬ 
ing) upon the applicants at the above- 
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stated addresses, and proof of service <by 
affidavit or, in case of an attorney at 
law, by certificate) should be filed with 
the request. At any time after said date, 
the application, as filed or as it may be 
amended, may be granted as provided in 
Rule 23 of the General Rules and Regu¬ 
lations promulgated under the Act. or 
the Commission may grant exemption 
from such rules as provided in Rules 20 
(a) and 100 thereof or take such other 
action as it may deem appropriate. Per¬ 
sons who request a hearing or advice as 
to whether a hearing is ordered will re¬ 
ceive any notices and orders issued in 
this matter. Including the date of the 
hearing (If ordered) and any postpone¬ 
ments thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

[SEAL] OE0RCE A. FITZSIMMONS. 

Secretary . 

(FR Doc 75-13730 Filed 6-23-75; 8:45 am| 


(70-6683; R*l. No 189051 

NEW ORLEANS PUBLIC SERVICE INC. 

Issuance and Sate of Short-Term 
Promissory Notes to Banks 

Mat 20. 1975. 

Notice Is hereby given that New Or¬ 
leans Public Service Inc. rNOPSI”). 317 
Baronne Street. New Orleans. Louisiana 
70160. an electric utility subsidiary com¬ 
pany of Middle South Utilities, Inc., a 
registered holding company, has filed a 
declaration with this Commission pur¬ 
suant to the Public Utility Holding Com¬ 
pany Act of 1935 ( 44 Act"), designating 
sections 6(a) and 7 of the Act as appli¬ 
cable to the following proposed transac¬ 
tions. All interested persons are referred 
to said declaration, which Is summarized 
below, for a complete statement of the 
proposed transactions. 

NOPSI proposes to issue and sell short¬ 
term notes to a group of banks from time 
to time through December 31, 1976. The 
maximum aggregate principal amount of 
notes outstanding at any one time shall 
not exceed the lesser of $18,000,000 or 
10 percent of the capitalization of the 
company, which is the maximum amount 
of unsecured borrowing permissible 
under the provisions of NOPSI’s Restated 
Articles of Incorporation without the 
consent of the holders of a majority of 
the total number of shares of preferred 
stock outstanding. Applying this formula 
to the company's capitalization at 
March 31. 1975. an aggregate principal 
amount of $21,442,699 of promissory 
notes would be issuable. 

The proposed notes are to be issued 
and sold to the banks as listed below, 
wlU be due not more than nine months 
from date of issuance, will bear interest 
at the prime rate In effect at the time of 
borrowing, and are to be prepayable 
In whole or In part at any time without 
Premium: 


(In thousands of dollar*] 



pnarcit 

loan* 

Proposed Maitnmm 
madiaum buns to tm 
additional oul*tunillnf 
loans 

Whiffy Notion*] 
flunk of Now 
Ortons.. 

13,000 

LMOO 

SA100 

Illbrmi* National 
Honk In Now 
Orton*.— 

2,000 

1.300 

3,500 

Fir*t National Hunk 
of Comiwnt in 

Nrw Or Iron*...— 

3,000 

3.000 

National American 
Hank of New 

Orleans. 


2. W0 

2.400 

Chiur Manila! inn 

Bank. 


1.000 

t.ono 

TotoL. 

5,000 

13.000 

13,000 


No commitment fee and no compensat¬ 
ing balances are required for any of the 
proposed borrowings. 

It is further stated that the net pro¬ 
ceeds to be received by NOPSI from the 
Issuance and sale of the notes, together 
with other funds available from time to 
time from operations, will be applied 
principally to the company’s construc¬ 
tion program which is expected to result 
in expenditures of approximately $19,- 
000.000 In 1975 and $20,500,000 in 1976. 

The declaration also states that no 
State or Federal commission, other than 
this Commission, has jurisdiction over 
the proposed transactions. Fees and ex¬ 
penses to be Incurred in connection with 
the proposed transactions are estimated 
to be less than $4,000. 

Notice Is further given that any In¬ 
terested person may, not later than 
June 16. 1975, request in writing that a 
hearing be held on such matter, stating 
the nature of his interest, the reasons 
for such request, and the issues of fact 
or law raised by said declaration which 
he desires to controvert: or he may re¬ 
quest that he be notified If the Com¬ 
mission should order a hearing thereon. 
Any such request should be addressed: 
Secretary, Securities and Exchange Com¬ 
mission. Washington, D.C. 20549 A copy 
of such request should be served per¬ 
sonally or by mail <alr mail if the per¬ 
son being served is located more than 
500 miles from the point of mailing) 
upon the declarant at the above-stated 
address, and proof of service (by affidavit 
or, in case of an attorney at law. by cer¬ 
tificate* should be filed with the request 
At any time after said date, the declara¬ 
tion. as filed or as it may be amended, 
may be permitted to become effective as 
provided in Rule 23 of the general rules 
and regulations promulgated under the 
Act. or the Commission may grant ex¬ 
emption from such rules ns provided In 
Rules 20(a) and 100 thereof or take 
such other action as it may deem appro¬ 
priate. Persons who request a hearing 
or advice as to whether a hearing is 
ordered will receive any notices and 
orders Issued in this matter, including 
the date of the hearing (if ordered) and 
any postponements thereof. 


For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

I seal 1 George A. Fitzsimmons, 

Secretary . 

(Fit Doc.75-13731 Filed 6-23-75:8:45 tun) 


ADMINISTRATIVE CONFERENCE OF 
THE UNITED STATES 

COMMITTEE ON RATE MAKING AND 
ECONOMIC REGULATION 
Meeting 

Pursuant to the Federal Advisory Com¬ 
mittee Act (Pub. L. 92—463). notice is 
hereby given of a meeting of the Com¬ 
mittee on Rate Making and Economic 
Regulation of the Administrative Con¬ 
ference of the United States, to be held at 
10 a m.. June 5. 1975. in the office of the 
Administrative Conference of the U.8.. 
2120 L street NW.. Suite 500, Washing¬ 
ton. D.C. 

The Committee will meet for a general 
discussion of future projects. 

Attendance is open to the Interested 
public, but limited to the space available. 
Persoas wishing to attend should notify 
this office at least one day in advance. 
The Committee Chairman may. if he 
deems it appropriate, permit members of 
the public to present oral statements at 
the meeting; any member of the public 
may file a written statement with the 
Committee, before, during, or after the 
meeting. 

This meeting is being called without 
the customary notice period in order to 
take advantage of the presence of Com¬ 
mittee members at the plenary session of 
the Conference. 

For further information concerning 
this Committee meeting contact Mr. 
David B H Martin (phone 202-254- 
7065). Minutes of the meeting will be 
available on request. 

Dated: May 23.1975. 

Richard K. Bero. 

Executive Secretary . 

|FR Doc.73-13957 Filed 6-23-75:12:31 pm) 


INTERSTATE COMMERCE 
COMMISSION 

IRREGULAR ROUTE MOTOR COMMON 
CARRIERS OF PROPERTY 
Elimination of Gateway Letter Notices 
May 21.1975. 

The following letter-notices of pro¬ 
posals to eliminate gateways for the pur¬ 
pose of reducing highway congestion, 
alleviating air and noise pollution, mini¬ 
mizing safety hazards, and conserving 
fuel have been filed with the Interstate 
Commerce Commission under the Com¬ 
mission^ Gateway Elimination Rules 
<49 CFR 1065), and notice thereof to 
all interested persons is hereby given 
as provided in such rules. 

An original and two copies of protest* 
against the proposed elimination of any 
gateway herein described may be filed 
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with the Interstate Commerce Commis¬ 
sion on or before June 6. 1975. A copy 
must also be served upon applicant or 
11s representative. Protests against the 
elimination of a gateway will not operate 
to stay commencement of the proposed 
operation. 

Successively filed letter-notices of the 
same carrier under these rules will be 
numbered consecutively for convenience 
in identification. Protests, if any. must 
refer to such letter-notices by number. 

No. MC 21170 (Sub-No. E84), filed 
June 4. 1974. Applicant: BOS LINES. 
INC.. P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant’s representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes 
transporting: Food products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Section 
203(b) <c> of the Interstate Commerce 
Act. in mixed loads with food products, 
restricted to such commodities as are 
dealt in by retail, wholesale, and chain 
grocery stores, from points in Iowa on 
and west of a line beginning at the Iowa- 
Mlnnesota State line and extending along 
Iowa Highway 4 to junction Iowa un¬ 
numbered highway, thence along Iowa 
unnumbered highway to Junction Iowa 
Highway 341. thence along Iowa High¬ 
way 341 to Junction US. Highway 18, 
thence along UJ3. Highway 18 to junc¬ 
tion U.S. Highway 71, thence along U.S. 
Highway 71 to Junction Iowa Highway 
175, thence along Iowa Highway 175 to 
Junction Iowa Highway 39, thence along 
Iowa Highway 39 to Junction U.S. High¬ 
way 59, thence along U.8. Highway 59 to 
Junction Iowa Highway 92. thence along 
Iowa Highway 92 to Junction Iowa High¬ 
way 148. thence along Iowa Highway 148 
to Junction unnumbered highway, thence 
along unnumbered highway to the Iowa- 
Missourl State line, to points in Illinois 
on and south of a line beginning at the 
Missourl-IUinois State line and extend¬ 
ing along Illinois Highway 140 to junc¬ 
tion U.8. Highway 40. thence along U S. 
Highway 40 to Junction unnumbered 
highway at Montrose, thence along un¬ 
numbered highway to Junction Illinois 
Highway 13 at Rose Hill, thence along 
Illinois Highway 130 to junction unnum¬ 
bered highway, thence along unnumbered 
highway to the Hllnois-Indinna State 
line. The purpose of this filing is to elimi¬ 
nate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California. Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation, Inc., pur¬ 
suant to MC-F-10199. 

No. MC 21170 (Sub-No. E85). filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids, Iowa 
52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier ; 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 


tion 203(b)cc> of the Interstate Com¬ 
merce Act, in mixed loads with food 
products, restricted to such commodities 
as are dealt In by retail, wholesale, and 
chain grocery stores, from points in Iowa 
on and west of a line beginning at the 
Iowa-Minncsotft State line and extend¬ 
ing along UjS. Highway 63 to junction 
Iowa Highway 21. thence along Iowa 
Highway 21 to junction Iowa Highway 
92. thence along Iowa Highway 92 to 
junction Iowa Highway 108, thence along 
Iowa Highway 108 to Junction unnum¬ 
bered highway, thence along unnumbered 
highway to Junction Iowa Highway 149, 
thence along Iowa Highway 149 to Junc¬ 
tion U.8, Highway 63, thence along U.S. 
Highway 63 to the Iowa-Mlssouri State 
line, to points in Illinois on and south of 
a line beginning at the IHinois-MIssouri 
State line and extending along Illinois 
Highway 3 to junction Illinois Highway 
149. thence along Illinois Highway 149 to 
Junction Illinois Highway 13. thence 
along Illinois Highway 13 to junction 
Illinois Highway 34. thence along Illi¬ 
nois Highway 34 to the Illinois-Kentucky 
State line. The purpose of this filing is 
to eliminate the gateway of the facilities 
of Ralston Purina Co., located at or near 
California, Mo. 

No. MC 21170 (Sub-No. E86>, filed 
June 4, 1974. Applicant: BOS LINES. 
INC.. P.O. Box 68, Cedar Rapids, Iowa 
52406. Applicants representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regu¬ 
lation pursuant to the provisions of 
Section 203(b) <c) of the Interstate 
Commerce Act. in mixed loads with food 
products, and restricted to such com¬ 
modities as are from points in Iowa on 
and west of a line beginning at the 
Iowa-Minnesota State line and extend¬ 
ing along U8. Highway 65 to junction 
U8. Highway 20, thence along U.S. 
Highway 20 to Junction UB. Highway 
69, thence along U S. Highway 69 to the 
Iowa-Missouri State line, to points in 
Illinois on and south of a line beginning 
at the Missouri-H1Jnets State line and 
extending along U.8. Highway 50 to 
junction Illinois Highway 161. thence 
along Illinois Highway 161 to Junction 
Illinois Highway 37. thence along Illinois 
Highway 37 to Junction Illinois Highway 
15. thence along Illinois Highway 15 to 
junction U.S. Highway 45. thence along 
U-S. Highway 45 to Junction UJS. High¬ 
way 460. thence along U8 Highway 460 
to junction unnumbered highway at 
Carmi. thence along unnumbered high¬ 
way to the Ulinols-Indi&na State line. 
The purpose of this filing is to elimi¬ 
nate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California, Mo. 

No. MC 21170 (8ub-No. E87>. filed 
June 4. 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant’s representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier. 


by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regu¬ 
lation pursuant to the provisions of 
Section 203(b) (c) of the Interstate 
Commerce Act, in mixed loads with food 
products, restricted to such commodi¬ 
ties as are dealt in by retail, wholesale, 
and chain grocery stores, from points in 
Iowa on and west of a line beginning at 
the Mlnnesota-Iowa State line and ex¬ 
tending along U.S. Highway 52 to Junc¬ 
tion Iowa Highway 24. thence along Iowa 
Highway 24 to Junction U8. Highway 
63. thence along U.S. Highway 63 to 
junction Iowa Highway 21, thence along 
Iowa Highway 21 to Junction Iowa High¬ 
way 92. thence along Iowa Highway 92 
to junction Iowa Highway 108. thence 
along Iowa Highway 108 to junction 
Iowa Hiphway 149. thence along Iowa 
Highway 149 to Junction U.8. Highway 
63, thence along U.S. Highway 63 to 
Junction unnumbered highway at 
Bloomfield, thence along unnumbered 
highway to the Iowa-Minncsota State 
line, to points in Illinois on. south, and 
west of a line beginning at the Mlssouri- 
Blinols State line and extending along 
Illinois Highway 146 to Junction Illinois 
Highway 3, thence along Illinois High¬ 
way 3 to Junction unnumbered highway, 
thence along unnumbered highway 
through Dfswood to junction minds 
Highway 127, thence along ritnol* High¬ 
way 127 to Junction unnumbered high¬ 
way. thence along unnumbered highway 
to junction U.S. Highway 51. thence 
along US. Highway 51 to the Illinois- 
Kentucky State line. The purpose of this 
filing is to eliminate the gateway of the 
facilities of Ralston Purina Co., located 
at or near California, Mo. 

No. MC 21170 (Sub-No E88>. filed June 
4. 1974. Applicant: BOS LINES, INC. 
P.O. Box 68. Cedar Rapids. Iowa 52406. 
Applicant’s representative: Gene R 
Prohuskl (same as above). Authority 
sought to operate as a common carrier. 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 
tions 203(b) (c) of the Interstate Com¬ 
merce Act, in mixed loads with food prod¬ 
ucts, restricted to such commodities as 
are dealt in by retail, wholesale, and 
chain grocery stores, from points in Iowa 
on and west of a line beginning at the 
Iowa-Minncsota State line and extend¬ 
ing along U.S. Highway 59 to junction 
unnumbered highway to Junction Iowa 
Highway 60. thence along Iowa Highway 
60 to junction unnumbered highway at 
LeMars, thence along unnumbered high¬ 
way to junction U.S. Highway 20. thence 
along U.S. Highway 20 to junction un¬ 
numbered highway, thence along un¬ 
numbered highway through Danbury to 
junction Iowa Highway 141, thence along 
Iowa Highway 141 to junction Iowa 
Highway 183. thence along Iowa High¬ 
way 183 to Junction Iowa Highway 37, 
thence along Iowa Highway 37 to Junc¬ 
tion U.8. Highway 59, thence along U S. 
Highway 59 to Junction U.S. Highway 6, 
thence along U.S. Highw'ay 6 to Junction 
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unnumbered highway, thence along un¬ 
numbered highway to junction Iowa 
Highway 48. thence along Iowa Highway 
48 to Junction US. Highway 59. thence 
along US. Highway 59 to the Iowa-Mis- 
sourl State line, to points in Indiana on 
and south of a line beginning at the Il¬ 
linois- Indiana state line and extending 
along US. Highway 70 to junction In¬ 
diana Highway 39. thence along Indiana 
Highway 39 to Junction Indiana High¬ 
way 42. thence along Indiana Highway 
42 to Junction Indiana Highway 144. 
thence along Indiana Highway 144 to 
junction Indiana Highway 44. thence 
along Indiana Highway 44 to Junction 
U.S. Highway 27, thence along US. High¬ 
way 27 to junction U.8. Highway 40. 
thence along US. Highway 40 to the In- 
dlona-Ohio State Unc. The purpose of 
this filing is to eliminate the gateway of 
the facilities of Ralston Purina Co., lo¬ 
cated at or near California, Mo. 

No. MC 21170 (Sub-No. E89>. fill'd June 
4. 1974. Applicant: BOS LINES, INC„ 
P.O. Box 88. Cedar Rapids, Iowa 52406. 
Applicant’s representative: Gene R. 
Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) <c) of the Interstate Com¬ 
merce Act, in mixed loads with food prod¬ 
ucts. restricted to such commodities as 
are dealt In by retail, wholesale, and 
chain grocery stores, from points In Iowa 
on and west of a line beginning at the 
Iowa-Minnesota State line and extend¬ 
ing along Iowa Highway 4 to Junction 
Iowa Highway 175. thence along Iowa 
Highway 175 to junction U.S. Highway 
71. thence along U.S, Highway 71 to the 
Iowa-Missouri State Unc. to points in 
Indiana on and south of a line beginning 
at the IUinots-Indlana State line and ex¬ 
tending along Indiana Highway 54 to 
Junction U.8. Highway 41-150, thence 
along US. Highway 41-150 to junction 
Indiana Highway 54. thence along Indi¬ 
ana Highway 54 to Junction Indiana 
Highway 37, thence along Indiana High¬ 
way 37 to junction U.S. Highway 50. 
thence along US. Highway 50 to Junction 
Indiana Highway 39. thence along Indi¬ 
ana Highway 39 to junction Indiana 
Highway 250. thence along Indiana High¬ 
way 250 to junction Indiana Highway 7, 
thence along Indiana Highway 7 to Junc¬ 
tion Indiana Highway 62. thence along 
Indiana Highwny 6J to Junction Indiana 
Highway 250. thence along Indiana 
Highway 250 to the Indiana-Kentucky 
State line. The purpose of this filing is to 
eliminate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California, Mo. 

No. MC 21170 (Sub-No. E91), Wed 
Jane 4. 1974. Applicant: BOS LINES 
•JJJj*. P Box 68, Cedar Rapids, Iowa 
52406. Applicant’s representative: Gene 
R Prohuski (same as above). Authority 
nought to operate as a common carrier , 
oy motor vehicles, over irregular routes, 
transporting: Food products and com¬ 


modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act. in mixed loads with food 
products, restricted to such commodities 
-as are dealt in by retail, wholesale and 
chain grocery stores, from points in Iowa 
on and west of a line beginning at the 
Iowa-Minnesota State line and extend¬ 
ing along US. Highway 59 to junction 
Iowa Highway 175, thence along Iowa 
Highway 175 to Junction Iowa Highway 
141, thence along Iowa Highway 141 to 
junction Iowa Highway 183. thence along 
Iowa Highway 183 to Junction Iowa 
Highway 37. thence along Iowa Highway 
37 to Junction U.S. Highway 59. thence 
along US. Highway 59 to Junction US. 
Highway 34, thence along US. Highway 
34 to junction US. Highway 71. thence 
along US. Highway 71 to the Iowa-Mls- 
souri State line, to points in Kentucky. 
The purpose of tills filing is to eliminate 
the gateway of the facilities of Ralston 
Purina Co. located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation, Inc. pursuant to MC- 
F-10199. 

No. MC 21170 (Sub-No. E92), filed 
June 4. 1974. Applicant: BOS LINES 
INC.. P O Box 68. Cedar Rapids. Iowa 
52406. Applicant’s representative Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of tlie Interstate Com¬ 
merce Act, In mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale and 
chain grocery stores, from points in Iowa 
on and west of U8. Highway 69 to points 
in Kentucky on and south of a line be¬ 
ginning at the Indiana-Kentucky State 
line and extending along US. Highway 
460 to Junction U.S. Highway 64. thence 
along US Highway 64 to junction Ken¬ 
tucky Highway 32 thence along Ken¬ 
tucky Highway 32 to the Kentucky-West 
Virginia State line. The purpose of this 
filing is to eliminate the gateway of the 
facilities of Ralston Purina Co. located 
at or near California. Mo. The author¬ 
ities mentioned above were purchased by 
Cedar Rapids 8teel Transportation. Inc. 
pursuant to MC-F-10199. 

No. MC 21170 (Sub-No. E95>. filed 
June 4. 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68, Cedar Raptds, Iowa 
52406. Applicant's representative: Gene 
R. Prohuski (same as above'. Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Fopd products and com¬ 
modities exempt from economics regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b)(0) of the Interstate Com¬ 
merce Act, in mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale and 
chain grocery stores, from points in Iowa 
on and west of a line beginning at the 
Minnesota-Iowa State line and extending 


along unnumbered highway through Lake 
Park to Junction Iowa Highway 10 at 
Peterson, thence along Iowa Highway 10 
to junction U.8. Highway 71. thence 
along US. Highway 71 to junction Iowa 
Highway 141, thence along Iowa High¬ 
way 141 to Junction US. Highway 35. 
thence along US. Highway 35 to Junction 
US. Highway 69 to Junction US. High¬ 
way 65. thence along US. Highway 65 
to the Iowa-Missouri State line, to pointy 
in Virginia. The purpose of this filing 
Is to eliminate the gateway of the facili¬ 
ties of Ralston Purina Co. located at or 
near California, Mo. The authorities 
mentioned above were purchased by 
Cedar Rapids Steel Transportation. Inc. 
pursuant to MC-F-10199. 

No. MC 21170 (Sub-No. El20), filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Oene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of S?ctlon 
203(b) (c) of the Interstate Commerce 
Act in mixed loads with food products, 
restricted to such commodities as are 
dealt In by retail, wholesale, and chain 
grocery stores, from points in Iowa on 
and west of a line beginning at the Iowa- 
Minnesota State line and extending 
along US. Highway 169 to Junction US. 
Highway 20. thence along US. Highwny 
20 to Junction U.8. Highway 35. thence 
along U.8 Highway 34 to Junction US. 
Highway 30. thence along US. High¬ 
way 30 to Junction US. Highway 65, 
thence along US. Highway 65 to junc¬ 
tion lown Highway 117. thence along 
Iowa Highway 117 to Junction US. High¬ 
way 6. thence along US Highway 6 to 
junction Iowa Highway 14. thence along 
Iowa Highway 14 to junction Iowa High¬ 
way 163. thence along Iowa Highway 
169 to Junction US. Highway 63. thence 
along US. Highway 63 to Junction Iowa 
Highway 2. thence along Iowa Highway 
2 to junction unnumbered high wav near 
Melton, thence along unnumbered high¬ 
way through Cantril. to the Iowa-Mis¬ 
souri State line, to points in Connecticut 
on and east of a line beginning at the 
Connecticut-Maasachusctts State line 
and extending along US. Highway 86 
to Junction Connecticut Highway 89. 
thence along Connecticut Highway 89 
to Junction Connecticut Highway 66. 
thence along Connecticut Highway 66 to 
junction Connecticut Highway 17. thence 
along Connecticut Highway 17 to junc¬ 
tion US. Highway 91, thence along U 8. 
Highway 91 to the Atlantic Ocean. The 
purpose of this filing is to eliminate the 
gateway of the facilities of Ralston 
Purina Co.. located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation Inc., pursuant to MC- 
F-10199. 

No. MC 21170 <8ub-No. E121), filed 
June 4, 1974. Applicant: BOS LINES. 
INC., P.O. Box 68. Cedar Raptds. Iowa 
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52406. Applicant's representative: Gene 
R Prohusk 1 (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203<b) <c) of the Interstate Commerce 
Act in mixed loads with food products, re¬ 
stricted to such commodities as are dealt 
in by retail, wholesale, and chain grocery 
stores, from points In Iowa on and west 
of a line beginning at the Iowa-Minne- 
sota State line and extending along Iowa 
Highway 9 to junction Iowa Highway 182. 
thence along Iowa Highway 182 to Junc¬ 
tion UB. Highway 18, thence along U.8. 
Highway 18 to Junction UB. Highway 75, 
thence along U.S. Highway 75 to Junction 
Iowa Highway 3. thence along Iowa 
Highway 3 to junction US. Highway 59, 
thence along UR Highway 59 to Junc¬ 
tion Iowa Highway 44. thence along Iowa 
Highway 44 to Junction Iowa Highway 25. 
thence along Iowa Highway 25 to Junc¬ 
tion UB. Highway 80, thence along U S. 
Highway 80 to Junction UB. Highway 60. 
thence along UB. Highway 69 to Junc¬ 
tion Iowa Highway 5. thence along Iowa 
Highway 5 to Junction UB. Highway 34. 
thence along UB. Highway 34 to Junction 
U.8. Highway 63. thence along U.8. High¬ 
way 63 to Junction unnumbered high¬ 
way at Bloomfield, thence along unnum¬ 
bered highway through Savannah to the 
Iowa-Missouri State line, to points in 
New Jersey. The purpose of this filing is 
to eliminate the gateway of the facilities 
of Ralston Purina Co., located at or near 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
* Rapids 8teel Transportation Inc., pur¬ 
suant to MC-F-10199. 

No. MC 21170 <8ub-No. E122). filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68, Cedar Rapids, Iowa 
52406. Applicant’s representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203(b) (c) of the Interstate Commerce 
Act in mixed loads with food products, 
restricted to such commodities as ore 
dealt In by retail, wholesale, and chain 
grocery stores, from points In Iowa on 
and west of a line beginning at the 
Iowa-Mlnncsota State line and extending 
along Iowa Highway 4 to Junction Iowa 
Highway 7. thence along Iowa Highway 7 
to junction U.S. Highway 169, thence 
along U.S. Highway 169 to Junction Iowa 
Highway 141, thence along Iowa High¬ 
way 141 to Junction Iowa Highway 89, 
thence along Iowa Highway 89 to Junc¬ 
tion Iowa Highway 210, thence along 
Iowa Highway 210 to Junction U.S. High¬ 
way 69. thence along UB. Highway 69 to 
junction Iowa Highway 92. thence along 
Iowa Highway 92 to Junction UB. High¬ 
way 63. thence along UB. Highway 63 to 
Junction unnumbered highway at Bloom¬ 
field, thence along unnumbered highway 
through Savannah, to the lowa-Mlssouri 
State line, to points In New Jersey on, west, 


and south of a line beginning at the New 
Jersey-Pennsylvania State Unc and ex¬ 
tending along New Jersey Highway 12 to 
junction UB. Highway 202, thence along 
U S. Highway 202 to Junction U.8. High¬ 
way 206, thcncc along U S. Highway 206 
to Junction UB. Highway 80, thence along 
U.S. Highway 80 to Junction UB. High¬ 
way 202. thence along U.S. Highway 202 
to the New Jersey-New York State line. 
The purpose of this filing is to eliminate 
the gateway of the facilities of Ralston 
Purina Co., located at or near California, 
Mo. Hie authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation Inc., pursuant to MC-F- 
10199. 

No. MC 21170 (Sub-No. E123), filed 
June 4. 1974. Applicant: BOS LJNE8, 
INC., P.O. Box 68. Cedar Rapids, Iowa 
52406. Applicant’s representative: Gene 
R. Prohuskl (same as above>. Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203(b) (c) of the Interstate Commerce 
Act in mixed loads with food products, 
restricted to such commodities as are 
dealt in by retail, wholesale, and chain 
grocery stores, from points In Iowa on 
and west of a line beginning at the Iowa- 
Minnesota 8tate line and extending 
along UB. Highway 169 to junction UB. 
Highway 20, thence along UB. Highway 
20 to Junction UB. Highway 35. thence 
along UB. Highway 35 to Junction U S. 
Highway 30. thence along U.8. Highway 
30 to Junction UB. Highway 65. thence 
along UB. Highway 65 to Junction Iowa 
Highway 117. thence along Iowa High¬ 
way 117 to junction UB. Highway 6. 
thence along U.8. Highway 6 to Junction 
Iowa Highway 14. thence along Iowa 
Highway 14 to Junction Iowa Highway 
163. thence along Iowa Highway 163 to 
Junction U.8. Highway 63. thence along 
U S. Highway 63 to Junction Iowa High¬ 
way 2. thence along Iowa Highway 2 to 
Junction unnumbered highway near 
Milton, thence along unnumbered high¬ 
way through Cantrill, to the lowa- 
Mlssouri State line, to points in New 
Jersey on and bounded by a line begin¬ 
ning at the Delaware Bay and extending 
along New Jersey Highway 548 to Junc¬ 
tion New Jersey Highway 552. thence 
along New Jersey Highway 552 to Junc¬ 
tion UB, Highway 40. thence along U.S. 
Highway 40 to the Atlantic Ocean. The 
purpose of this filing is to eliminate the 
gateway of the facilities of Ralston 
Purina Co., located at or near California. 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation Inc., pursuant to MC-F- 
10199. 

No. MC 21170 (8ub-No. E124), filed 
June 4, 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68, Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over Irregular route®, 
transporting: Food products and com¬ 


modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203(b) (c) of the Interstate Commerce 
Act, in mixed loads with food product*, 
restricted to such commodities as arc 
dealt in by retail, wholesale, and chain 
grocery stores, from points in Iowa on 
and bounded by a line beginning at the 
Iowa-Nebraska State line and extending 
along UB. Highway 75 to junction U S. 
Highway 6, thence along U.S. Highway 
6 to Junction US, Highway 59, thence 
along UB. Highway 59 to junction U.S. 
Highway 34. thence along U.S. Highway 
34 to Junction Iowa Highway 5, thence 
along Iowa Highway 5 to junction Iowa 
Highway 2, thence along Iowa Highway 
2 to Junction U S. Highway 63. thence 
along U.S. Highway 63 to Junction un¬ 
numbered highway near Mark, thence 
along unnumbered highway through 
Savannah, to the Iowa-Missourl State 
line, to points In New York on and east 
of a line beginning at Lake Ontario and 
extending along New York Highway 104 
to junction New York Highway 34, ther.cc 
along New York Highway 34 to Junction 
New York Highway 13. thence along New 
York Highway 13 to Junction New York 
Highway 14, thence along New York 
Highway 14 to the New York-Penn¬ 
sylvania State line. The purpose of this 
filing is to eliminate the gateway of the 
facilities of Ralston Purina Co., located 
at or near California. Mo. The author¬ 
ities mentioned above were purchased 
by Cedar Rapids Steel Transportation 
pursuant to MC-F-10199. 

No. MC 21170 (Sub-No. E125). filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids, Iowa 
52406. Applicant's representative: Gene 
R. Prohuskl (same os above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203(b) (c) of the Interstate Commerce 
Act, in mixed loads with food product*, 
restricted to such commodities os are 
dealt in by retail, wholesale, and chain 
grocery stores, from points in Iowa, «n. 
west, and south of a line beginning at the 
Iowa-Nebraska State line and extending 
along UB. Highway 75 to Junction Iowa 
Highway 37, thence along Iowa Highway 
37 to junction UB. Highway 59, thence 
along UB. Highway 59 to Junction Iowa 
Highway 92. thcncc along Iowa Highway 
92 to Junction UB. Highway 35, thence 
along UB. Highway 35 to junction UB. 
Highway 34. thence along UB. Highway 
34 to Junction Iowa Highway 5, thence 
along Iowa Highway 5 to Junction Iowa 
Highway 2, thence along Iowa Highway 
2 to junction UB. Highway 63, thence 
along UB. Highway 63 to Juncarlon un¬ 
numbered highway at Mark, thence along 
unnumbered highway through Savan¬ 
nah, to the Iowa-Missouri State line, to 
points in New York, on. south, and east of 
a line beginning at the New York- 
Pcnnsylvunla State line and extending 
along New York Highway 17 to junction 
New York Highway 10. thence along New 
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York Highway 10 to junction New York 
Highway 7, thence along New York 
Highway 7 to Junction New York High¬ 
way 30, theucc along New York Highway 
30 to junction New York Highway 67. 
thence along New York Highway 67 to 
junction Uj 8. Highway 0. thence along 
U.8. Highway 9 to junction New York 
Highway 29. thence along New York 
Highway 29 to junction New York High¬ 
way 153. thence along Now York High¬ 
way 153 to the New York-Vermont State 
line. The purpose of this filing is to elim¬ 
inate the gateway of the facilities of 
Ralston Purina Co . located at or near 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation Inc,, pur¬ 
suant to MC-F-10199. 

No. MC 21170 (Sub-No. F.126>, filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Oene 
R. Prohuski (same as above). Authority 
nought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act in mixed loads with food prod¬ 
ucts. restricted to such commodities as 
arc dealt in by retail, wholesale, and 
chain grocery stores, from points in Iowa, 
on and west of a line beginning at the 
Iowa-Minnesota State line and extending 
along U.8. Highway 59 to Junction Iowa 
Highway 10, thence along loom Highway 
10 to junction U.S. Highway 71. thence 
along UB. Highway 71 to Junction U.S. 
Highway 20, thence along U.S. Highway 
20 to Junction Iowa Highway 4. thence 
along Iowa Highway 4 to Junction Iowa 
Highway 141, thence along Iowa High¬ 
way 141 to junction Iowa Highway 89, 
thence along Iowa Highway 89 to Junc¬ 
tion Iowa Highway 210, thence along 
Iowa Highway 210 to Junction UjB. High¬ 
way 69. thence along UB. Highway 69 to 
Junction Iowa Highway 5, thence along 
Iowa Highway 5 to Junction U.8. High¬ 
way 34. thence along UB. Highway 34 to 
Junction U.S. Highway 63, thence along 
US. Highway 63 to Junction Iowa High¬ 
way 2, thence along Iowa Highway 2 to 
Junction unnumbered highway near Mil- 
ton, thence along unnumbered highway 
through Cantril. to the Iowa-Missouri 
State line, to points In New York on and 
south of a line beginning at the New 
York-New Jersey State line and extend¬ 
ing along New York Highway 210 to 
JuncUon New York Highway 9W. thence 
along New York Highway 9W to Junction 
U.8. Highway 6, thence along U.S. High¬ 
way 6 to the New York-Connecticut 
State line. The purpose of this filing is to 
eliminate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California. Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation Inc., pur¬ 
suant to MC-F- 10199 . 

No. MC 21170 (Sub-No. E133). filed 
June 4. 1974. Applicant: BOS LINES, 
R^C, p.o. Box 68. Cedar Rapids, Iowa 
52406. Applicant's representative: Gene 


R. Prohuski (same as above). Authority 
sought to operate as a common carrier. 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(bMc> of the Interstate Com¬ 
merce Act, in mixed loads with food 
products, restricted to aujh commodities 
as are dealt in by retail, wholesale 
and chain grocery stores, from points in 
Iowa on. south and cast of a line begin¬ 
ning at the tllinolR-Iowa State line and 
extending along Iowa Highway 62 to 
Junction U.8. Highway 61. thence along 
UB. Highway 61 to JuncUon U.8. High¬ 
way 6. thence along UB. Highway 6 to 
junction UB. Highway 218. {hence 
along U.S. Highway 218 to JuncUon UB. 
Highway 34, thence along U S. Highway 
34 to junction Iowa Highway 1, 
thence along lawn Highway 1 to JuncUon 
Iowa Highway 2, thence along Iowa 
Highway 2 to JuncUon unnumbered 
highway through Savannah to the Iowa- 
Missouri State line, to points in Colorado 
on and south of a line beginning at the 
Colorado-Utah State line and extending 
along UJS. Highway 50 to JuncUon 
Colorado Highway 92. thence along 
Colorado Highway 92 to JuncUon Colo¬ 
rado Highway 133. thence along 
Colorado Highway 133 to JuncUon Colo¬ 
rado Highway 135, thence along Colo¬ 
rado Highway 135 to Junction unnum¬ 
bered highway at Almont. thence un- 
unmbored highway to JuncUon Colorado 
Highway 306, thence along Colorado 
Highway 306 to junction US. Highway 
24 thence along U.S. Highway 24 to 
JuncUon Colorado Highway 94. thence 
along Colorado Highway 94 to JuncUon 
numbered highway to Junction Colorado 
along unnumbered highway through 
Tnickton and Kendrick to JuncUon Colo¬ 
rado Highway 96 at Oiney Springs, 
thence along Colorado Highway 96 to 
Uie Colorado-Kansas State line. The 
purpose of this filing is to eliminate the 
gateway of the facilities of Ralston 
Purina Co., located at or near California. 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation. Inc., pursuant to No. 
MC-F-10199. 

No. MC 21170 (Sub-No. E134>, filed 
June 4. 1975. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over Irregular routes, 
transporting: Food products and corn- 
modi Ues exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act, in mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale 
and chain grocery stores, from points in 
Iowa on and east of a line beginning at 
the Iowa-Mknnesota State line and ex¬ 
tending along US. Highway 52 to Junc¬ 
Uon Iowa Highway 150. thence along 
Iowa Highway 150 to Junction UB. High¬ 
way 151, thence along U.S. Highway 
151 to Junction U.S, Highway 218, thence 
along UJB. Highway 218 to Junction U.S. 


Highway 34, thence along US. Highway 
34 to Junction Iowa Highway 1, thence 
along Iowa Highway 1 to Junction Iowa 
Highway 2, thence along Iowa Highway 
2 to junction unnumbered highway at 
Bloomfield, thence along Iowa unnum¬ 
bered highway through Savannah, to 
the Iowa-Missouri State line, to points 
in Colorado on and south of a line begin¬ 
ning at the Colorado-Utah State line 
and extending along the Dolores River to 
junction Colorado Highway 141, thence 
along Colorado Highway 141 to junction 
Colorado Highway 90. thence along Col- 
rado Highway 90 to Junction UB. 
Highway 50. Ihcncc along U.S. Highway 
50 to the Colorado-Kansas State line. 
The purpose of this filing is to eliminate 
the gateway of the facilities of Ralston 
Purina Co., located at or near California. 
Mo. T!ie authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation. Inc„ pursuant to No. 
MC-F-10199. 

No. MC 21170 (Sub-No. E165>. filed 
June 4, 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68. Cedar Rapids. Iowa 
52405. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act in mixed loads with food 
products, restricted to such commodities 
os arc dealt in by retail, wholesale, and 
chain grocery stores, from points in that 
part of Minnesota on and west of a line 
beginning at the North Dakota-Mlnne- 
sota State line and extending along UB. 
Highway 1 to Junction UJS. Highway 71, 
thence along U.S. Highway 71 to junc¬ 
tion Minnesota Highway 34. thence 
along Minnesota Highway 34 to junction 
U.S. Highway 59, thence along U.S. 
Highway 59 to junction Minnesota High¬ 
way 9. thence along Minnesota High¬ 
way 9 to JuncUon UJS. Highway 12, 
thence along UjS. Highway 12 to Junc¬ 
tion U.8. Highway 71. thence along U.S. 
Highway 71 to JuncUon Minnesota High¬ 
way 67, thence along Minnesota High¬ 
way 67 to JuncUon Minnesota Highway 
68. thence along Minnesota Highway 68 
to JuncUon U.S. Highway 14. thence 
along U.S. Highway 14 to JuncUon Min¬ 
nesota Highway 83. thence along Min¬ 
nesota Highway 83 to Junction Minne¬ 
sota Highway 30. thence along Minne¬ 
sota Highway 30 to Junction Minnesota 
Highway 13. thence along Minnesota 
Highway 13 to JuncUon U.S. Highway 65, 
Uience along UJS. Highway 65 to Min¬ 
nesota-Iowa State line, to points in West 
Virginia on and south of U8. Highway 
52. The purpose of this filing is to elim¬ 
inate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation. Inc., pur¬ 
suant to MC-F-10199. 

No. MC 21170 (Sub-No. E16«>, filed 
June 4. 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68, Cedar Rapids, Iowa 
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52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act In mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale, and 
chain grocery stores, from points In that 
txart of Minnesota on and north of a line 
beginning at the United States-Canada 
International Boundary line and extend¬ 
ing along Minnesota Highway 72 to 
junction Minnesota Highway 1. thence 
along Minnesota Highway 1 to junc¬ 
tion unnumbered highway, thence along 
unnumbered highway to junction Min¬ 
nesota Highway 02 at Clearbrook, thence 
along Minnesota Highway 92 to junction 
Minnesota Highway 32. thence along 
Minnesota Highway 32 to Junction UB. 
Highway 2. thence along UB. Highway 2 
to junction U.8. Highway 75. thence 
along UB. Highway 75 to junction Min¬ 
nesota Highway 113, thence along Min¬ 
nesota Highway 113 to the Minnesota- 
North Dakota State line, to points In 
that part of West Virginia on and south 
of a line beginning at the Kentucky- 
West Virginia State line and extending 
along U.S. Highway 52 to junction West 
Virginia Highway 65. thence along West 
Virginia Highway 65 to junction West 
Virginia Highway 10, thence along West 
Virginia Highway 10 to junction US. 
Highway 19-21, thence along U.S. High¬ 
way 19-21 to junction U.S. Highway 219- 
460, thence along U.S. Highway 219-460 
to Junction West Virginia Highway 20. 
thence along West Virginia Highway 20 
to Junction West Virginia Highway 3, 
thence along West Virginia Highway 3 to 
Junction West Virginia Highway 63, 
thence along West Virginia Highway 63 
to Junction U.8. Highway 219. thence 
along UB. Highway 219 to junction U.S, 
Highway 60, thence along UB. Highway 
60 to the West Virgin la-Virginia State 
line. The purpose of this Ming is to elim¬ 
inate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation. Inc., lo¬ 
cated at or near California, Mo. 

No. MC 21170 (Sub-No. E167), filed 
June 4, 1974. Applicant: BOS LINES. 
INC,, P.O. Box 68. Cedar Rapids, Iowa 
52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b)(c) of the Interstate Com¬ 
merce Act in mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale, and 
chain grocery stores, from points in that 
part of Minnesota on and west of a line 
beginning at the United ^tates-Canada 
International Boundary line and extend¬ 
ing along Minnesota Highway 72 to 


Junction Minnesota Highway 46. thence 
along Minnesota Highway 46 to Junction 
U.S. Highway 2, thence along U.S. High¬ 
way 2 to junction Minnesota Highway 6, 
thence along Minnesota Highway 6 to 
Junction Minnesota Highway 200, thence 
along Minnesota Highway 200 to junc¬ 
tion UB. Highway 169, thence along U.8. 
Highway 169 to junction Minnesota 
Highway 210, thence along Minnesota 
Highway 210 to junction Minnesota 
Highway 371, thence along Minnestota 
Highway 371 to junction UB. Highway 
10, thence along UB. Highway 10 to 
Junction Minnesota Highway 25. thence 
along Minnesota Highway 25 to junction 
UB. Highway 169, thence along UB. 
Highway 169 to junction Minnesota 
Highway 19, thence along Minnesota 
Highway 19 to Junction UB. Highway 35, 
thence along UB. Highway 35 to Junc¬ 
tion UB. Highway 218, thence along UB. 
Highway 218 to the Minnesota-Iowa 
State line, to points in that part of West 
Virginia on and south of a line begin¬ 
ning at the Kentucky-West Virginia 
State line and extending along UB. High¬ 
way 62 to junction West Virginia High¬ 
way 102, thence along West Virginia 
Highway 102 to the West Virglnla-Vir- 
gtnia State line. The purpose of this fil¬ 
ing is to eliminate the gateway of the 
facilities of Ralston Purina Co., located 
at or near California, Mo. The authori¬ 
ties mentioned above were purchased by 
Cedar Rapids Steel Transportation Inc., 
pursuant to MC-F-10199. 

No. MC 21170 (Sub-No. E168), filed 
June 4, 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids, Iowa 
52406. Applicants representative: Gene 
R. Prohuski (same as above'. Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203<b)(c) of the Interstate Com¬ 
merce Act in mixed loads with food prod¬ 
ucts, restricted to such commodities as 
are dealt in by retail, wholesale, and 
chain grocery stores, from points in that 
part of Minnesota on and west of a line 
beginning at the United States-Canada 
International Boundary line and extend¬ 
ing along UB. Highway 63 to junction 
Minnesota Highway 73, thence along 
Minnesota Highway 73 to Junction UB. 
Highway 35, thence along UB. Highway 
35 to Junction Minnesota Highway 3. 
thence along Minnesota Highway 3 to 
Junction Minnesota Highway 60. thence 
along Minnesota Highway 60 to junction 
UB. Highway 35. thence along UB. 
Highway 35 to Junction UB. Highway 14. 
thence along UB. Highway 14 to Junction 
unnumbered highway, thence along un¬ 
numbered highway to Junction US. 
Highway 218, thence along U.S. Highway 
218 to the Minnesota-Iowa State line, to 
points In that part of Kentucky on and 
west of a line beginning at the Indlana- 
Kcntucky State line and extending along 
UB. Highway 41 to Junction Kentucky 
Highway 54, thence along Kentucky 
Highway 54 to junction U.S. Highway 
231, thence along UB. Highway 231 to 


Junction UB. Highway 31W, thence 
along UB. Highway 31W to junction 
Kentucky Highway 80. thence along 
Kentucky Highway 80 to Junction U.S 
Highway 68. thence along UB. Highway 
68 to junction Kentucky Highway 99. 
thence along Kentucky Highway 90 to 
Junction UB. Highway 127, thence along 
UB. Highw ay 127 to the Kentucky -Ten¬ 
nessee State line. The purpose of this fil¬ 
ing is to eliminate the gateway of the fa¬ 
cilities of Ralston Purina Co., located at 
or near California. Mo. The authorities 
mentioned above were purchased by Ce¬ 
dar Rapids Steel Transporation, Inc., 
pursuant to MC-F-10199. 

No. MC 21170 iSub-No. E169), filed 
June 4. 1974. Applicant: BOS LINES. 
INC.. P.O. Box 68, Cedar Rapids, low™ 
52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Section 
203<b) (c) of the Interstate Commerce 
Act in mixed loads with food products, 
restricted to such commodities as nro 
dealt in by retail, wholesale, and chain 
grocery stores, from points in that part 
of Minnesota on and we«t of a lire 
beginning at the United States-Cannda 
International Boundary line and extend¬ 
ing along Minnesota Highway 72 to 
junction Minnesota Highway 71, thence 
along Minnesota Highway 71 to Juretlcn 
UB. Highway 2, thence along U P. High¬ 
way* 2 to junction Minnesota Hlehwnv 
371. thence along Minnesota Highway 
371 to Junction U.8. Highway 1<V thence 
along U 8. Highway 10 to junction Min¬ 
nesota Highway 15 thence alone Min^n- 
sota Highway 15 to JmWIon U 8. 
Highway 14. thence along UP. Highway 
14 to Junction U.S Hl^hwny 918 thence 
Alone U.S. Highway 218 to the Mirrc- 
sota-Iowa Stote line, to points fn that 
part of Kentucky on and smith of a line 
beginning at the Indiana -Ken hirky 
8tAte line extending along tt p Highway 
60 to Junction Kentucky Highway 86. 
thence along Kentuekv Highway «« to 
Junction U 8. Highway *"> along 

U8. Highway 62 to JtmoHeu TT p Hl*h- 
wav 150. thence alone T7 p H*ebirrv 160 
to junction Kentucky Highway 59 tbrr*c 
along Kentucky Highway 59 to Junction 
Kentucky Highway 30, there* a^rg 
Kentucky Hlahwav 30 to Junction Ken¬ 
tucky Hirhwav 649. thence a’ong Ken¬ 
tucky Highway 542 to junetlon Kentucky 
Highway 404. thenre n’ono Kentnekr 
Highway 404 to Junction Kentucky High¬ 
way 7. thence along Kentucky 
7 to Junction Kentucky Highway 8° 
thenee along Kentucky Hi*hwnv fiO to 
Junction U 8. Hl"hn*nv lio. there* 

U. 8 Hl"hwnv 119 to fho Kentuekv- 
West Virginia 8t*to line Tb* r f 

this fillpr? Is to eliminate the faritlM** of 
Ralston Purina Co., located at or peer 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation Inc., pur¬ 
suant to MC-F-10199. 
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No. MC 21170 (Sub-No. E172>, fi!*l 
June 4. 1974. Applicant: BOS LINES, 
INC.. P.O. Box 68. Cedar Rapids, Iowa 
52408. Applicant's representative: Gene 
R. Prohuskl (same as above). Authority 
.sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) <c) of the Interstate Com¬ 
merce Act. In mixed loads with food 
products, restricted to such commodities 
as arc dealt in by retail, wholesale, and 
chain grocery stores, from points In Min¬ 
nesota on and bounded by a line begin¬ 
ning at the United 8tate*-C&nada Inter¬ 
national Boundary line and extending 
along Minnesota Highway 18, thence 
along Minnesota Highway 18 to junction 
Minnesota Highway 21, thence along 
Minnesota Highway 21 to junction Min¬ 
nesota Highway 135, thence along 
Minnesota Highway 135 to junction Min¬ 
nesota Highway 4. thence along Minne¬ 
sota Highway 4 to Junction Minnesota 
Highway 23, thence along Minnesota 
Highway 23 to the Minnesota-Wisconsin 
State line, thence along the Minnesota- 
Wlsconsin State line to junction UJ3. 
Highway 8, thence along U.S. Highway 8 
to junction Minnesota Highway 98, 
thence along Minnesota Highway 98 to 
junction UJB. Highway 10, thence along 
UjB. Highway 10 to junction Minnesota 
Highway 371, thence along Minnesota 
Highway 371 to junction Minnesota 
Highway 210. thence along Minnesota 
Highway 210 to junction U.S. Highway 
169, thence along U.8. Highway 169 to 
junction Minnesota Highway 38, thence 
along Minnesota Highway 38 to junc¬ 
tion Minnesota Highway 6, thence along 
Minnesota Highway 6 to Junction U.8. 
Highway 71, thence along U5. Highway 
71 to the United States-Canada Inter¬ 
national Boundary line and point of be¬ 
ginning. to points in Illinois south and 
west of a line beginning at the Missouri- 
Iilinois State line and extending along 
Illinois Highway 13 to Junction Illinois 
Highway 34, thence along Illinois High¬ 
way 34 to the Ulinols-Kentucky State 
line. The purpose of this filing Is to elim¬ 
inate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California. Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation, Inc., pur¬ 
suant to MC-F-10199. 


No. MC 21170 (Sub-No. E173). filed 
June 4, 1974. Applicant: BOS LINES. 
INC.. P.O, Box 68. Cedar Rapids. Iowa 
0-405. Applicant's representative: Gene 
R. Prohuskl (same os above). Authority 
£°ught to operate as a common carrier . 
ny motor vehicle, over irregular routes, 
^unsporting: Food products and com¬ 
modities exempt from economic regula- 
Ii 0n the provisions of Sec¬ 

tion 203(b) (c> of the Interstate Com- 
mixe d loads with food 
Products, restricted to such commodities 
as are dealt in by retail, wholesale, and 
grocery stores, from points In 
v ^ nesoU on and bounded by a fine 
beginning at the Minnesota-Wisconsin 


State line, and extending along Minne¬ 
sota Highway 58 to Junction UJ3. High¬ 
way 52, thence along U.S. Highway 52 to 
junction U.8. Highway 63. thence along 
UJS. Highway 63 to Minnesota-Iowa 
State line, thence along the Minnesota- 
Iowa State line to junction U.S. High¬ 
way 35. thence along U.8. Highway 35 to 
Junction Minnesota Highway 19, thence 
along Minnesota Highway 19 to Junction 
U.S. Highway 169. thence along U.S. 
Highway 169 to junction Minnesota 
Highway 25, thence along Minnesota 
Highway 25 to Junction U.8. Highway 10- 
52, thence along U.S. Htghwy 10-52 to 
junction Minnesota Highway 98. thence 
along Minnesota Highway 98 to Junction 
U.8. Highway 8. thence along U.8. High¬ 
way 8 to the Minnesota-Wisconsin State 
line and point of beginning, to points in 
Illinois on and south of a line beginning 
at tiie Missouri-Illinois State line and ex¬ 
tending along XJB. Highway 460 to Junc¬ 
tion unnumbered highway at Carml, 
thence along unnumbered highway to 
the Illinols-Indlana State line. The pur¬ 
pose of this filing is to eliminate the 
gateway of the facilities of Ralston 
Purina Co., located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation. Inc., pursuant to MC-F- 
10199. 

No. MC 21170 (Sub-No. E174), filed 
June 4. 1974. Applicant: BOS LINES, 
INC., P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act in mixed loads with food prod¬ 
ucts, restricted to such commodities as 
are dealt in by retail, wholesale, and 
chain grocery stores, from points In 
Minnesota on, south, and west of a line 
beginning at the 8outh Dakota-Mlnne- 
sota State line and extending along 
Minnesota Highway 68 to Junction 
Minnesota Highway 19, thence along 
Minnesota Highway 19 to Junction U.S. 
Highway 35, thence along US. Highway 
35 to the Minnesota-Iowa State line, to 
points In Illinois on and south of a line 
beginning at the Missourl-IUinois State 
line and extending along UJS. Highway 
50 to junction U-S. Highway 45, thence 
along US. Highway 45 to junction un¬ 
numbered highway near Cisne, thence 
along unnumbered highway to junction 
Illinois Highway 130, thence along Il¬ 
linois Highway 130 to junction Illinois 
Highway 15. thence along Illinois High¬ 
way 15 to the Illinols-Indlana State line. 
The purpose of this filing Is to eliminate 
the gateway of the facilities of Ralston 
Purina Co., located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation, Inc., pursuant to MC-F- 
10199. 

No. MC 21170 (Sub-No. E175), filed 
June 4, 1974. Applicant: BOS LINES, 
INC„ P.O. Box 68, Cedar Rapids. Iowa 


52406. Applicant's representative: Gene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of section 
203(b) (c) of the Interstate Commerce 
Act. In mixed loads with food products, 
from points In Minnesota on a^d 
bounded bv a line beginning at the South 
Dakota-Minncsota State line and ex¬ 
tending a*ong Minnesota Highway 117 to 
Junction Minnesota Highway 27. thence 
along Minnesota Highway 27 to Junction 
Minnesota Highway 25. thence a^g 

Minnesota Highway 25 to junction Min¬ 
nesota Hlehwav 23. thence alou* Minne¬ 
sota Highway 23 to Junction US. High¬ 
way 169. thence along U.S. HI eh wav 169 
to Junction U.S. Highway 10-52. thence 

a^ong U.8. Highway 10-52 to junction 

Minnesota Hlchwav 25. thence ai^ng 

Minnesota Hlehwav 25 to Junction Min¬ 
nesota Hivhwav 5, thence along Minne¬ 
sota Highway 5 to Junction Minnesota 
Highway 19. thence along Minnesota 
Highway 19 to Junction Minnesota High¬ 
way 68 thence along Minnesota High¬ 
way 68 to the Minnesota-South Dakota 
State line and point of beginning, to 
points in Illinois on and south of a line 
beginning at the MUsouri-TWnnls State 
line and extending IWnol* High¬ 

way 140 to Junction U.S. Highway 70, 
thence along U.8. Highway 70 to Junc¬ 
tion unnumbered highway, th*nc#» along 
unnumbered highway through Gilmora 
and Mason, to lunctlon U.S. Hlehwav 45, 
then™* along U S. Highway 45 to Junc¬ 
tion U.S. Highway 50, then*** along US. 
Highway 50 to the II llnoi«-Indiana 8tate 
line The purpose of this filing la to elim¬ 
inate thn gateway of the facilities of 
Ralston Purina Co., located at or near 
California, Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation, Inc., pur¬ 
suant to MC-F-10199. 

No. MC 21170 (Sub-No. F176>. fl’ci 
June 4. 1974. Applicant: BOS LINES. 
INC. P.O. Box 68. Cedar Rankis. Iowa 
52406. Applicant's representative: Oene 
R. Prohuski (same as above). Authority 
sought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regu’a- 
tion pursuant to the provisions of section 
203(b) (c) of the Interstate Commerce 
Act In mixed lo«>ds with food products, 
restricted to such commodities as are 
dealt in by retail, wholesale, and grocery 
stores, from points In Minnesota on and 
bounded bv a line beginning at the North 
Dakota-Minncsota State line and ex¬ 
tending along Minnesota Highway 1 to 
Junction Minnesota Highway 6. thence 
along Minnesota Highway 6 to junction 
Minnesota Highway 18, thence along 
Minnesota Highway 18 to Junction U.8. 
Highway 169. thence along U.8. Highway 
169 to Junction Minnesota Highway 23. 
thence along Minnesota Highway 23 to 
Junction Minnesota Highway 25. thence 
along Minnesota Highway 25 to junction 
Minnesota Highway 27, thence along 
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Minnesota Highway 27 to Junction Min¬ 
nesota Highway 117, thence along Min¬ 
nesota Highway 117 to the Minnesota- 
South Dakota State line, thence along 
the Minnesota-South Dakota-Mlnnesota- 
North Dakota State line to point of be¬ 
ginning. to points in Illinois on and south 
of a line beginning at the Missouri-Illi¬ 
nois State line and extending along Illi¬ 
nois Highway 140 to Junction UJ5. High¬ 
way 51. thence along UB. Highway* 51 to 
Junction unnumbered highway near Pa- 
toka, thence along unnumbered highway 
to Junction Illinois Highway 37, thence 
along Illinois Highway 37 to Junction UJS. 
Highway 50. thence along VS. Highway 
50 to Junction U.S. Highway 45. thence 
along US. Highway 45 to Junction un¬ 
numbered highway at Enterprise, thence 
along unnumbered highway to the Illi¬ 
nois-Indiana State line. The purpose of 
this filing is to eliminate the gateway of 
the facilities of Ralston Purina Co., lo¬ 
cated at or near California. Mo. The au¬ 
thorities mentioned above were pur¬ 
chased by Cedar Rapids Steel Transpor¬ 
tation. Inc., pursuant to MC-F-10199. 

No. MC 21170 (Sub-No. E177). filed 
June 4. 1974. Applicant: BOS LINES. 
INC.. P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c> of the Interstate Com¬ 
merce Act, In mixed loads with food 
products, restricted to such commodities 
as are dealt in by retail, wholesale, and 
chain grocery stores, from points in 
Minnesota on and west of a line begin¬ 
ning at the 8outh Dakota-Minnesota 
State line and extending along US. 
Highway 75 to Junction Minnesota High¬ 
way 67, thenec along Minnesota Highway 
67 to Junction US. Highway 59. thence 
along US. Highway 59 to Junction Min¬ 
nesota Highway 30. thence along Minne¬ 
sota Highway 30 to Junction U.S. High¬ 
way 71. thence along US. Highway 71 to 
Junction U.S. Highway 16. thence along 
U.S. Highway 16 to junction Minnesota 
Highway 4. thence along Minnesota 
Highway 4 to the Iowa-Minnesota State 
line, to points in Massachusetts on. east, 
and south of a line beginning at the New 
hampsh ire-Massachusetts State line and 
extending Along UJS Highway 1 to Junc¬ 
tion Massachusetts Highway 140. thence 
Along Massachusetts Highway 140 to 
Junction Massachusetts Highway 16. 
thence along Massachusetts Highway 16 
to Junction unnumbered highway at 
Mendon. thence along unnumbered high¬ 
way to the Massachusetts-Rhode Island 
State line. The purpose of this filing is to 
eliminate the gateway of the facilities of 
Ralston Purina Co., located at or near 
California. Mo. The authorities men¬ 
tioned above were purchased by Cedar 
Rapids Steel Transportation, Inc., pursu¬ 
ant to MC-F-10199. 

No. MC 21170 <8ub-No. El78). filed 
June 4. 1974, Applicant: BOS LINES. 


INC., P.O. Box 68, Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier. 
by motor vehicle, over Irregular routes, 
transporting: Food products and com¬ 
modities exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act in mixed loads with food prod¬ 
ucts. restricted to such commodities as 
aro dealt in by retail, wholesale, and 
chain grocery stores, from points in Min¬ 
nesota, on. south, and west of a line be¬ 
ginning at the South Dakota-Minnesota 
State line and extending along U.S. High¬ 
way 14 to Junction US. Highway 59, 
thence along US. Highway 59 to the 
lowa-Minnesota State line, to points In 
Massachusetts east and south of a line 
beginning at the Connecticut-Massachu- 
setts State line and extending along US. 
Highway 202 to Junction Connecticut 
Highway 57. thence along Connecticut 
Highway 57 to Junction US. Highway 20. 
thence along UJS. Highway 20 to junc¬ 
tion Massachusetts Highway 32, thence 
along Massachusetts Highway 32 to 
junction Massachusetts Highway 9. 
thence along Massachusetts Highway 9 
to Junction Massachusetts Highway 12. 
thence along Massachusetts Highway 12 
to junction Massachusetts Highway 110, 
thence along Massachusetts Highuray 110 
to Junction US. Highway 95. thence 
along U.S. Highway 95 to the New Hamp¬ 
shire -Massachusetts State line. The pur¬ 
pose of this filing is to eliminate the 
gateway of the facilities of Ralston Pu¬ 
rina Co., located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation. Inc., pursuant to MC-F- 
10199. 

No. MC-21170 <Sub-No. E179), filed 
June 4. 1974. Applicant: BOS L1NE8. 
INC.. P.O. Box 68. Cedar Rapids. Iowa 
52406. Applicant's representative: Gene 
R. Prohuskl (same as above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Food products and com - 
modUies exempt from economic regula¬ 
tion pursuant to the provisions of Sec¬ 
tion 203(b) (c) of the Interstate Com¬ 
merce Act, in mixed loads with food 
products, restricted to such commodities 
as are dealt in by wholesale, retail, and 
chain grocery stores, from points in Min¬ 
nesota on. south, and west of a line be¬ 
ginning at the South Dakota-Minnesota 
State line and extending along Minne¬ 
sota Highway 30. thence along Minne¬ 
sota Highway 30 to Junction Minnesota 
Highway 91, thence along Minnesota 
Highway 91 to the MinnesoU-Iowa State 
line, to points in Massachusetts. The 
purpose of this filing is to eliminate the 
gateway of the facilities of Ralston Pu¬ 
rina Co., located at or near California, 
Mo. The authorities mentioned above 
were purchased by Cedar Rapids Steel 
Transportation. Inc., pursuant to MC-F- 
10199. 

No. MC 30644 <8ub-No. E7). filed 
May 15. 1974. Applicant: KROBLIN 


REFRIGERATED XPRESS. INC.. P.O. 
Box 5000. Waterloo. Iowa 50704. Appli¬ 
cant's representative: John P. Rhodes 
(6ame as above). Authority sought to 
operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Meats, meat products. and meat by¬ 
products. dairy products , and articles 
distributed by meat packinghouses, as 
described in the Appendix to the report in 
Modification of Permits-Packing House 
Products . 48 M.C.C. 628, from Denver. 
Pueblo, and Colorado Springs. Colo., to 
points in Connecticut, Delaware. Maine, 
Maryland. Massachusetts. New Hamp¬ 
shire. New Jersey, New York. Rhode Is¬ 
land. Vermont. Ohio. Michigan, Indiana. 
Pennsylvania, West Virginia, the District 
of Columbia, and Chicago, Ill. The pur¬ 
pose of this filing is to eliminate the 
gateway of Waterloo. Iowa. 

No. MC 30844 (Sub-No. E8>. filed 
May 15. 1974. Applicant: KROBLIN 
REFRIGERATED XPRESS. INC . P.O. 
Box 5000. Waterloo, Iowa 50704. Appli¬ 
cant's representative: John P. Rhodes 
(same as above). Authority sought to 
operate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Frozen foodstuffs, from points in 
Indiana to points In Nebraska and Colo¬ 
rado. The purpose of this filing is to 
eliminate the gateway of Marshalltown 
Iowa. 

No. MC 36844 (Sub-No. E9), filed 
May 15. 1974. Applicant; KROBLIN 
REFRIGERATED XPRESS. INC. P.O. 
Box 5000, Waterloo, Iowa 50704. Ap¬ 
plicant's representative: John P. Rhodes 
(same as above). Authority sought to op¬ 
erate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Groceries . from points in Texas, 
Oklahoma, Kansas, Nebraska. Colorado, 
and Missouri on and west of UJ3. High¬ 
way 65 to Detroit. Mich. The purpose of 
this filing is to eliminate the gateway of 
Marshalltown, Iowa. 

No. MC 30844 (Sub-No. E10), filed 
May 15, 1974. Applicant: KROBLIN 
REFRIGERATED XPRES8, INC., PO. 
Box 5000. Waterloo. Iowa 50704. Ap¬ 
plicant's representative: John P. Rhodes 
(same as above). Authority sought to op¬ 
erate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Canned goods, from Indiar.apotta 
Ind., to points in Nebraska. Colorado, 
Kansas. Oklahoma, and Texas. The pur¬ 
pose of this filing is to eliminate the 
gateway of Charlton, Iowa. 

No. MC 30844 (Sub-No. Ell), filed 
May 15, 1974. Applicant: KROBLIN 
REFRIGERATED XPRES8, INC . P O. 
Box 5000. Waterloo. Iowa 50704. Ap¬ 
plicant's representative: John P. Rhodes 
(same as above). Authority sought to op¬ 
erate as a common carrier . by motor 
vehicle, over irregular routes, transport¬ 
ing: Canned goods, from the Lower 
Peninsula of Michigan, to points in Colo¬ 
rado. Nebraska. Kansas, Oklahoma, and 
Texas. The purpose of this filing is to 
eliminate the gateway of Ottumwa, lows 
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No. MC 30844 <8ub-No. E12t, filed 
May 15. 1974. Applicant: KROBUN 
RFFRIGER ATED XPRESS, INC.. P.O. 
Box 5000. Waterloo. Iowa 50704. Ap¬ 
plicant 1 * representative: John P Rhodes 
• same as above). Authority sought to op¬ 
erate os a common carrier . by motor 
vehicle, over Irregular routes, transport¬ 
ing: Prepared food products . from points 
in New York to points in Iowa. Nebraska, 
Colorado. Kansas. Oklahoma, and Texas. 
The purpose of this filing is to eliminate 
the gateways of Pittsburgh. Pa., Keokuk, 
and Davenport, Iowa. 

No. MC 30844 (Sub-No E13>. filed 
May 15, 1974. Applicant: KROBLIN 
REFRIGERATED XPRESS. INC., P.O. 
Box 5000. Waterloo. Iowu 50704. Ap¬ 
plicant* representative: John P. Rhodes 
(same as above > . Authority sought to op¬ 
erate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Canned poods and groceries, from 
Pittsburgh. Pa., to points In Colorado. 
Kansas, Oklahoma, and Texas. The pur¬ 
pose of this filing is to eliminate the gate¬ 
way of Keokuk. Iowa. 

No. MC 45764 (Sub-No. E6>, filed 
May 12, 1974. Applicant: ROBBINS MO¬ 
TOR TRANSPORTATION. INC., P.O. 
BOX 36. ESSINGTON. PA. 19029. Appli¬ 
cants representative: ALAN KAHN. 2 
Penn Center Plaza Suite 1920. Philadel¬ 
phia. Pa. 19102. Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transport¬ 
ing: Commodities, the transportation of 
which because of size or weight require 
the use of special equipment, between 
points in Maryland (except those (a) 
west of Interstate Highway 81, <b) east 
of the Chesapeake Bay and the Susque¬ 
hanna River, and <c) within 75 miles of 
Philadelphia, Pa.). on the one hand. and. 
on the other, points In New York on and 
east of a line beginning at Port Jervis, 
N.Y n on the New York-Pennsylvania 
State line and extending northwest over 
New York Highway 97 to junction New 
York Highway 42, thence north over New 
York Highway 42 to Junction New York 
Highway 17 to Liberty. N.Y„ thence east 
Highway 17 to Liberty. N.Y., thence east 
over New York Highway 55 to Junction 
U5. Highway 209, thence northeast over 
U45 Highway 209 to Junction New York 
Highway 213, thence north over New 
York Highway 213 to junction New York 
Highway 28A. thence west and north 
over New York Highway 2EA to Junction 
New York Highway 28, thoncc northwest 
over New York Highway 28 to Oneonta, 
N.Y„ thence cast over New York High¬ 
way 7 to Junction New York Highway 28. 
thence north over New York Highway 28 
to Junction New York Highway 5S, 
thence west over New York Highway 5S 
to Utica, N.Y., thence north over New 
York Highway 12 to Junction New York 
Highway 365, thence east over New York 
365 10 Jetton Ne * York 
Highway 8, thence northeast over New 
Highway 8 to junction New York 
Highway 30. thence north over New York 
Highway 30 to Junction New York to 
Junction New York Highway 28. thence 


northwest over New York Highway 28 to 
Junction New York Highway 30, thence 
north over New York Highway 30 to the 
United States-Canadian Border line at 
Trout River. N.Y. The purpose of this 
filing is to eliminate the gateway of Phil¬ 
adelphia, Pa. 

No. MC 45764 (Sub-No. E7>, filed 
May 12,1974. Applicant: ROBBINS MO¬ 
TOR TRANSPORTATION, INC.. P.O. 
Box 36. ESSINGTON. PA 19029. Appll- 
cant'5 representative: ALAN KAHN, 2 
Penn Center Plaza Suite 1920, Philadel¬ 
phia. Pa. 19102. Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle. over irregular routes, transport¬ 
ing: Commodities . the transportation of 
which because of size or weight require 
the use of special equipment, between 
points In Pennsylvania on. south, and 
west of a line beginning at the Pennsyl¬ 
vania- Mary land State line and extend¬ 
ing north over US. Highway 219 to Som¬ 
erset, Pa., and thence west over the 
Pennsylvania Turnpike to the Pennsyl- 
vania-Ohio State line, on the one hand, 
and, on the other, points in Bergen. Pas¬ 
saic. and Sussex Counties, N.J. (except 
those within 75 miles of Philadelphia, 
Pa.). The purpose of this filing is to eli¬ 
minate the gateway o. Philadelphia. Pa. 

No. MC 45764 <8ub-No. E8\ filed 
May 12, 1974. Applicant: ROBBIN8 
MOTOR TRANSPORTATION. INC., 
P.O. Box 36. ESSINGTON. PA. 19029. 
Applicant's representative: Alan Kahn, 
2 Penn Center Plaza Suite 1920, Phila¬ 
delphia. Pa. 19102. Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes transport¬ 
ing: Commodities, the transportation of 
which because of size or weight require 
the use of special equipment, between 
points in Pennsylvania on. south, and 
west of a line beginning at the Pennsyl- 
vanla-Maryland State line and extend¬ 
ing north over Interstate Highway 83 
to York, Pa., thence west over U.S. High¬ 
way 30 to Junction Pennsylvania Turn¬ 
pike one mile cast of Breezewood, 
Pa., and thence west over that Turn¬ 
pike to the Pennsylvania-Ohio 8tate 
line, on the one hand. and. on the other, 
points in New York on and cast of a line 
beginning at the New York-New Jersey 
State line and extending over Interstate 
Highway 87 to Glen Falla, N.Y.. thence 
east over New York Highway 32 to Hud¬ 
son Falls, N.Y., thence northeast over 
U.S. Highway 4 to the New York- 
Vermont State line. The purpose of this 
filing is to eliminate the gateway of 
Philadelphia, Pa. 

No. MC 45764 (Sub-No. E9>. filed 
May 12, 1974. Applicant: ROBBINS 
MOTOR TRANSPORTATION. INC.. 
P.O. Box 36. Esstngton, Pa. 19029. Ap¬ 
plicant's representative: Alan Kahn. 2 
Penn Center Plaza. Suite 1920. Phila¬ 
delphia. Pa. 19102. Authority sought to 
operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Commodities , the transportation of 
which because of size or weight require 
the use of special equipment, between 


points in the District of Columbia, on 
the one hand, and, on the other, points 
in New Jersey (except those within 75 
miles of Philadelphia. Pa.l. The purpose 
of this filing is to eliminate the gateway 
of Philadelphia, Pa. 

No. MC 45764 <Sub-No. E10>. filed Mi.y 
12. 1974. Applicant: ROBBINS MOTOR 
TRANSPORTATION. INC.. P.O. BOX 
36. ESSINGTON. PA 19029, Applicant s 
representative: Alan Kahn. 2 Pcnu Cen¬ 
ter Plaza Suite 1920, Philadelphia. Pa. 
19202. Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Commod¬ 
ities. the transportation of which because 
of size or weight require the use of spe¬ 
cial equipment, between points in the 
District of Columbia, on the one hand, 
and, on the other, points in New York 
on and east of a line beginning at the 
New York-Pennsylvania State line, and 
extending north over New York Highway 
282 to Nichols, N.Y., thence northeast 
over unnumbered highway to Owcgo. 
N.Y., thence northeast over New York 
Highway 96 to junction New York High¬ 
way 96B. thence northwest over New 
York Highway D6B to Ithaca. N.Y.. thence 
northwest over New York Highway 96 to 
Junction New York Highway 5. thence 
west over New York Highway 5 to Ge¬ 
neva, N.Y., thence north over New' York 
Highway 14 to junction New York High- 
Highway 31, thence west over New' York 
Highway 31 to Rochester. N.Y„ thence 
northeast over New York Highway 18 to 
Sea Breeze. N.Y., on Lake Ontario, thence 
cast and north along the south shore of 
lake Ontario to the United States - 
Canadian Border at Cape Vincent, and 
thence northeast along that Border *o 
its junction with the New York-Vermont 
State line. The purpose of this filing is 
to eliminate the gateway of Philadelphia. 
Pa. 

No. MC 45764 (Sub-No. Ell), filed May 
12. 1974. Applicant: ROBBINS MOTOR 
TRANSPORTATION, INC., P.O. Box 
36, ESSINGTON. PA. 19029. Applicant's 
representative: Alan Kahn. 2 Penn Cen¬ 
ter Plaza Suite 1920, Philadelphia. Pa. 
19102. Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Commod¬ 
ities, the transportation of which because 
of size or weight require the use of spe¬ 
cial equipment, between points in Penn¬ 
sylvania on and north of a line beginning 
at Erie. Pa., and extending south over 
Interstate Highway 79 to Junction U.S. 
Highway 322. thence northeast over U3. 
Highway 6 to McadvlUe, Pa., thence east 
over Pennsylvania Highway 27 to Junc¬ 
tion Pennsylvania Highway 36. thence 
southeast over Pennsylvania Highway 36 
to junction Pennsylvania Highway 949. 
thence east over Pennsylvania Highway 
949 to Ridgway. Pa., thenoe south over 
U.6, Highway 219 to Du Bols. Pa., thence 
east over Pennsylvania Highway 255 to 
Junction Interstate Highway 80. thence 
east over Interstate Highway 80 to junc¬ 
tion Pennsylvania Highway 153, thence 
south over Pennsylvania Highway 153 to 
Junction US Highway 322. thence east 
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over U.S. Highway 322 to State College, 
Pa., thence northeast over Pennsylvania 
Highway 45 to Junction U S. Highway 15. 
thence south over UB. Highway 15 to 
Shamokin Dam, Pa., thence east across 
the Susquehanna River to junction Penn¬ 
sylvania Highway 147, thence north over 
Pennsylvania Highway 147 to Junction 
Pennsylvania Highway 61, thence east 
and south over Pennsylvania Highway 
61 to Reading, Fa., and thence over UB. 
Highway 422 to Philadelphia, Pa. 'except 
points within 75 miles of Philadelphia), 
on the one hand. and. on the other, points 
In Sussex County. Del. The purpose of 
this filing is to eliminate the gateway of 
Philadelphia. Pa. 

No. MC 45764 (Sub-No. E12). filed 
May 12. 1974. Applicant: ROBBINS MO¬ 
TOR TRANSPORTATION, INC.. P.O. 
Box 36, Essington. Pa. 19029. Applicant s 
representative: Alan Kahn. 2 Penn Cen¬ 
ter Plaza Suite 1920. Philadelphia, Pa. 
19102. Authority sought to operate as 
a common carrier . by motor vehicle, over 
irregular routes, transporting: Commod¬ 
ities. the transporatlon of which because 
of size or weight require tlie use of spe¬ 
cial equipment, between rolnts in Penn¬ 
sylvania on and east of a line beginning 
at the Pennsylvania-Dclaware State 
line, and extending over U.S. Highway 
202 to Junction Pennsylvania Turnpike 
Northeast Extension, thence north over 
that Extension to Junction Interstate 
Highway 81, and thence north over In¬ 
terstate Highway 81 to the Pennsylvania- 
New York State Une (except those within 
75 miles of Philadelphia. Pa.), on the 
one hand. and. on the other, points in 
Maryland (except those west of Inter¬ 
state Highway 83 from the Maryland- 
Pennsylvania State line to junction U.8. 
Highway 1. and thence south over U5. 
Highway 1 to the District of Columbia 
boundary line). The purpose of this filing 
is to eliminate the gateway of Philadel¬ 
phia. Pa. 

No. MC 49052 (Sub-No. E18> ‘Correc¬ 
tion). filed June 4. 1974. published In 
the Federal Register May 12. 1974. Ap¬ 
plicant: MACON TRADING POST. INC., 
103 Cherry St.. Macon, Oa. 31208. Appli¬ 
cant's representative: Thomas R. Kings¬ 
ley. 1819 H St. NW.. Washington, D.C. 
20006. Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: House¬ 
hold goods . as defined by the Commis¬ 
sion. between points in Alabama in and 
south of Lee, Macon. ’Montgomery, 
IiOwndes, Dallas, Marengo, and Choctaw 
Counties, on the one hand, and. on the 
other, points In Virginia in and west of 
Henry, Franklin, Roanoke, and Craig 
Counties. Jhe purpose of this filing is to 
eliminate the gateways of Columbus and 
Muscogee County. Ga. The purpose of 
this correction is to correct the *'E" num¬ 
ber. previously published as E78. 

No. MC 64932 (Sub-No. E88), filed 
June 3. 1974. Applicant: ROGERS 

CARTAGE CO., 10735 S. Cicero Avenue. 
Oak Lawn, Ill 60453. Applicant s repre¬ 
sentative: W. F. Farrell (same as above). 
Authority sought to operate as a common 


noTicn 

carrier . by moto* vehicle, over Irregular 
routes, transporting: Chemicals. in bulk, 
in tank vehicles, from points in Pennsyl¬ 
vania to points in Kansas. Nebraska, and 
Texas. The purpose of this filing Is to 
eliminate the gateways of Femdale, 
Mich., and Chicago Heights, HI. 

No. MC 64932 (Sub-No. E93>, filed 
June 3. 1974. 'Applicant: ROOERS 

CARTAGE CO.. 10735 6. Cicero Ave.. 
Oak Lawn. HI. 60453. Applicant's repre¬ 
sentative: W. F. Farrell (Same as above). 
Authority sought to operate as a com¬ 
mon carrier . by motor vehicle, over ir¬ 
regular routes, transporting: Chemicals 
and paint . from points in Pennsylvania 
to points in Iowa, Michigan. Minnesota, 
Missouri. Wisconsin, and those in Illi¬ 
nois on and north of U.S. Highway 36. 
The purpose of this filing is to eliminate 
the gateway of Fcrndale. Mich. 

No. MC 64932 (Sub-No. E85). filed 
June 3, 1974. Applicant: ROGERS 

CARTAGE CO.. 10735 S. Cicero Avenue. 
Oak Lawn. Hi. 60453. Applicant’s repre¬ 
sentative: W F. Farrell (Same as above). 
Authority sought to operate as a com¬ 
mon carrier , by motor vehicle, over ir¬ 
regular routes, transporting: Liquid 
chemicals . in bulk, in tank vehicles, 
from the plant site of Bavid Chemical 
Industries. Ind., at or near Mapleton, HI., 
to those points in Nebraska on and east 
of a Une beginning at the South Dakota- 
Nebraska State line and extending along 
U.S. Highway 81 to Junction U.8. High¬ 
way 34. thence along U.8. Highway 34 
to the Nebraska-Iowa State Une (plant 
site of the HAwkeye Chemical Company 
at or near Clinton. Iowa) •. and Kan¬ 
sas, and those in Nebraska on and west 
of a Une beginning at the South Dakota- 
Nebraska State Une and extending along 
U.8. Highway 81 to Junction U.S. High¬ 
way 34. thence Along U.b. Highway 34 
to the Nebraaka-Iown State Une (Pike. 
County. Mo.) •. The purpose of this filing 
is to eliminate the gateways as indicated 
by asterisks above. 

No MC 64932 (Sub-No. El 16). filed 
March 10. 1975. Applicant: ROOERS 
CARTAGE CO., 10735 8. Cicero Ave., 
Oak Lawn. HI. 60453. AppUcant’s repre¬ 
sentative: W. F. Farrell (same as above). 
Authority sought to operate as a com¬ 
mon carrier , by motor vehicle, over Ir¬ 
regular routes, transporting: Liquid 
chemicals . in bulk, in tank vehicles, from 
St. Louis, Mo., to those points in Colo¬ 
rado and New Mexico on and east of 
UB. Highway 85 and those in Texas 
on and west of a Une beginning at the 
Oklahoma-Texas State Une and extend¬ 
ing along UB. Highway 77 to Junction 
U.8. Highway 377, thence along U.S. 
Highway 377 to junction U.S. Highway 
71. thence along U.S. Highway 71 to 
Junction U.S. Highway 183. thence along 
"UB. Highway 183 to junction Texas 
Highway 71, thence along Texas High¬ 
way 71 to Junction U.S. Highway 77, 
thence along UB. Highway 77 to Junc¬ 
tion UB. Highway 90. thence along UB, 
Highway 90 to junction Alternate U S. 
Highway 90, thence along Alternate UB. 


Highway 90 to Junction U.8. Highway 
75. thence along U.S. Highway 75 to the 
GuU of Mexico. The purpose of this filing 
Is to eliminate the gateway of the plant 
site of National Starch and Chemical 
Corporation, at Mcredosia. Ill. 

No. MC 64932 (Sub-No. El 17). filed 
March 10. 1975. AppUcant: ROGERS 
CARTAGE CO., 10735 8. Cicero Ave. Oak 
Lawn. Ill. 60453. AppUcant’s representa¬ 
tive: W. F. FarreU (same as above). 
Authority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Chemicals and 
paint, in bulk, in tank vehicles, from 
Trenton. Mich., to points in Illinois. 
Indiana. Iowa, Kentucky. Minnesota, 
Missouri, and those in Ohio on and south 
of Interstate Highway 70. The purpose 
of this filing Is to eliminate the gateway 
of Femdale. Mich. 

No. MC 64932 (Sub-No. El 18). filed 
June 3. 1974. AppUcant: ROGERS 

CARTAGE CO.. 10735 8. Cicero Ave , Oak 
Lawn. Ill. 60453. Applicant's representa¬ 
tive: W. F. Farrell (same as above). 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Chemicals , re¬ 
stricted to liquid freon and liquid clean¬ 
ing compounds, in bulk, in tank vehicles, 
from the plant site of E. L duPont De- 
Nemours & Co.. Inc., at Montague. Mich., 
to points in Arkansas, Louisiana, Mis¬ 
sissippi. those in Colorado on and cast of 
U.S. Highway 85. those In New Mexico 
on and east of UB, Highway 85. and 
those in Tennessee on and west of U S. 
Highway 27. The purpose of this filing U 
to eliminate the gateway of Marshall. HI 

No. MC 64932 <8ub-No. E119), filed 
June 3, 1974- AppUcant: ROGERS 

CARTAGE CO . 10735 8. Cicero Ave.. Oak 
Lawn. Ill. 60453. AppUcant's representa¬ 
tive: W. F. Farrell (same as above* 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Chemicals. In bulk, 
in tank vehicles, from Cleveland, Ohio, 
to those points in Georgia on. south, and 
west of a line beginning at the Georgta- 
Alabama State Une and extending along 
Interstate Highway 20 to Junction Inter¬ 
state Highway 75, thence along Inter¬ 
state Highway 75 to the Georgia -Florida 
State Une. The purpose of this filing Is 
to eliminate the gateway of Detroit. 
Mich. 

No. MC 64932 (Sub-No. E120>. filed 
June 3. 1974. Applicant: ROGERS 

CARTAGE CO.. 10735 8. Cicero Ave., Oak 
Lawn. Ill. 60453. Applicant's representa¬ 
tive: W. F. FarreU (same as above). 
Authority sought to operate as a common 
carrier . by motor vehicle, over irregular 
routes, transporting: Liquid chemicalt 
(except petrochemicals), restricted to 
freon and cleaning compounds, in bulk. 
In tank vehicles, from the plant site of 
E. L DuPont DeNemours & Co., Inc., at 
Montague. Mich., to points In Alabama 
and those in Tennessee on and east of 
UB. Highway 27 (Detroit. Mich., and 
Swnnton. Ohio) •; and Chemicals, in 
bulk, in tarik vehicles, from the plant 
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site of E. I. DuPont DeNemours & Co.. 
Inc., at Montague. Mich., to those points 
In Ohio on and east of a line beginning at 
the Michigan-Ohio State line and ex¬ 
tending along Interstate Highway 475 to 
Junction U.8. Highway 25. thence along 
U.S. Highway 25 to junction U.S. High¬ 
way 68. thence along US. Highway 68 to 
the Ohio-Kentucky State line. The pur¬ 
pose of this filing is to eliminate the gate¬ 
ways indicated by asterisks above. 

No. MC 73165 cSub-No. E103>, filed 
October 8. 1974. Applicant: EAGLE 
MOTOR LINES. INC.. P.O. Box 11086. 
Birmingham. Ala. 35202. Applicant’s 
representative: Carl U. Hurst (same as 
above). Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Oilfield 
equipment and supplies, the transporta¬ 
tion of which because of size or weight 
requires the use of special equipment 
• except pipe, pipeline material, ma¬ 
chinery. equipment, and supplies inci¬ 
dental to and used in connection with 
the construction, dismantling, and re¬ 
pair of pipelines), between points in 
Louisiana on and west of a line extending 
from the Arkansas-Louisiana 8tate line 
along UJ3. Highways 71 and 171 to Lake 
Charles and points in Calcasieu and 
Cameron Parishes, Louisiana and points 
in Texas on and south of US. Highway 
82, on the one hand, and, on the other, 
points in Iowa and Wisconsin within 
150 miles of Dubuque. Iown. including 
Dubuque, and all points In Illinois. The 
purpose of this filing Is to eliminate the 
gateway of Texas within 200 miles and 
Arkansas within 150 miles of Texarkana, 
Tex., and Illinois within 50 miles of 
Slkeston. Mo. 

No. MC 73165 (Sub-No. E105). filed 
October 8. 1974. Applicant: EAGLE 
MOTOR LINES. INC., P.O. Box 11086. 
Birmingham. Ala. 35203. Applicant's 
representative: Carl U. Hurst (same as 
above). Authority sought to operate as a 
common carrier . by motor vehicle, over 
irregular routes, transporting: Contrac¬ 
tors outfits and equipment (except pipe, 
pipeline material machinery, equip¬ 
ment. and supplies Incidental to and 
used in connection with the construction, 
dismantling, and repair of pipelines and 
except commodities of unusual value, 
dangerous explosives, household goods as 
defined in Practices of Motor Common 
Carriers of Household Goods. 17 M.C.C. 
167, commodities In bulk, and those re¬ 
quiring special equipment) which are 
embraced in the following: (1) ma¬ 
chinery. equipment, materials, and sup¬ 
plies used in, or in connection with, the 
discovery, development, production, re¬ 
fining. manufacture, processing, storage, 
transmission, and distribution of natural 
eas and petroleum and their products 
and by-products. 

(2) Machinery, materials, supplies, and 
equipment incidental to or used in the 
construction, development, operation, 
&nd maintenance of facilities for the dis¬ 
covery, mining, and milling of minerals 
(other than lead, zinc, iron, and coal), 
when (a) such activities are in connec¬ 


tion with the drilling of water wells; the 
transportation, installation, removal, op¬ 
eration. repair, servicing, maintenance, 
and dismantling of drilling machinery 
and equipment; the completion of holes 
or wells drilled, the production, storage, 
and transmission of commodities result¬ 
ing from drilling operations at well or 
hole sites; the injection or removal of 
commodities into or from holes or wells; 
the construction, operation, repair, serv¬ 
icing. maintenance, and dismantling of 
pipelines, other than pipelines used for 
the transmission of pipelines, other than 
pipelines used for the transmission of 
natural gas. petroleum, their products 
and by-products, water, or sewage, re¬ 
stricted to the transportation of ship¬ 
ments moving to or from pipeline right 
of way; or (b) commodities consist of 
earth drilling machinery and equipment 
or machinery and equipment used in or 
in connection with, the discovery, devel¬ 
opment. production, refining, manufac¬ 
ture. processing, storage, transmission, 
distribution of sulphur and Its products, 
and materials and supplies (not includ¬ 
ing sulphur) used in, or in connection 
with, the discovery, development, pro¬ 
duction, refining, manufacture, process¬ 
ing. storage, transmission, and distribu¬ 
tion of sulphur and Its products, re¬ 
stricted to the transportation of ship¬ 
ments of materials and supplies moving 
to or from exploration, drilling, produc¬ 
tion, job. construction, plant (including 
refining, manufacturing, and processing 
plant) sites or storage sites. , 

Cl> Between all points in Kansas and 
points in Oklahoma on and east of U.S. 
Highway 77 and on and north of U.8. 
Highway 66. Including Oklahoma City, 
on the one hand. and. on the other, 
points In Georgia on and South of U.S. 
Highway 80, and (2) from all points In 
Kansas and points In Oklahoma on and 
east, of U S. Highway 77 and on and 
north of U.8. Highway 66. including 
Oklahoma City, to points in Florida In 
and cast of Jefferson County and on and 
north of a line beginning at St. Peters¬ 
burg. thence across Gandy Bridge to 
Tampa, thence along U.S. Highway 92 to 
Kissimmee. Florida, thence along U6. 
Highway 192 to Melbourne. Florida, and 
thence along an unnumbered highway to 
the Atlantic Seaboard The purpose of 
this filing is to eliminate the gnteway of 
Birmingham. Ala., or 10 miles thereof, 
and Arkansas: Tennessee: Ottawa 
County. Okla.. or Cherokee. Crawford. 
Labette, or Montgomery Counties. Kans. 

No. MC 73165 (8ub-No. EU4>, filed 
October 8, 1974. Applicant: EAGLE 
MOTOR LINES, INC., P.O. Box 11086, 
Blrmimrham. Ala. 35202. Applicant's rep¬ 
resentative: Carl U. Hurst (same as 
above). Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Cement 
asbestos and plastic pipe, which is em¬ 
braced by the commodities below: (1) 
Machinery, equipment, materials and 
supplies used in, or In connection with, 
the discovery, development, production, 
refining, manufacture, processing, stor¬ 
age. transmission, and distribution of 


natural gas and petroleum and their 
products and by-products. <2) Ma¬ 
chinery. materials . supplies . and equip¬ 
ment incidental to or used In the con¬ 
struction. development, operation, and 
maintenance of facilities for the discov¬ 
ery. mining, and milling of materials 
(other than lead, vine, iron, and coal), 
when (a> such activities are In connec¬ 
tion with the drilling of water wells: the 
transportation, installation, removal, 
operation, repair, servicing, mainte¬ 
nance, and dismantling of drilling ma¬ 
chinery and equipment; the completion 
of holes or wells drilled; the production, 
storage, and transmission of commodi¬ 
ties resulting from drilling operations at 
well or hole sites; the injection or re¬ 
moval of commodities into or from holes 
or wells: the construction, operation, re¬ 
pair, servicing, maintenance, and dis¬ 
mantling of pipelines, other than pipe¬ 
lines used for the transmission of nat¬ 
ural gas. petroleum, their products and 
by-products, water, or sewerage, re¬ 
stricted to the transportation of ship¬ 
ments moving to or from pipeline right 
of way: or (b) commodities consist of 
earth drilling machinery nnd equipment 
or machinery and equipment used In or 
in connection with, the discovery, devel¬ 
opment, production, refining, manufac¬ 
ture, processing, storage, transmission, 
and distribution of sulphur and its prod¬ 
ucts. and materials and supplies (not In¬ 
cluding sulphur) used In, or In connec¬ 
tion with, the discovery, development, 
production, refining, manufacture, proc¬ 
essing, storage, transmission, and dis¬ 
tribution of sulphur and its products, re¬ 
stricted to the transportation of ship¬ 
ments of materials and supplies moving 
to or from exploration, drilling, produc¬ 
tion, job. construction, plant (including 
refining, manufacturing, and processing 
plant) sites or storage sites. 

(S> Commodities the transportation of 
which by reason of their size or weight 
require the use of special equipment or 
special handling, when such commodi¬ 
ties consist of (a) machinery, equipment, 
materials, and supplies used in, or in 
connection with, the discovery, develop¬ 
ment, production, refining, manufacture, 
processing, storage, transmission, and 
distribution of natural gas and petroleum 
and their products and by-products, and 
machinery, materials, equipment, and 
supplies used in. or in connection with, 
the construction, operation, repair, serv¬ 
icing. maintenance, and dismantling of 
pipelines. Including the stringing and 
picking up thereof, <b> machinery and 
equipment used In. or in connection with, 
the discovery, development, production, 
refining, manufacture, processing, stor¬ 
age. transmission, and distribution of 
sulnhur and Its products, nnd materials 
and supplies (not Including sulphur) 
used in, or in connection with, the dis¬ 
covery. development, production, refin¬ 
ing. manufacture, processing, storage, 
transmission, and distribution of sulphur 
nnd its products, restricted to the trans¬ 
portation of shipments of materials and 
supplies moving to or from exploration, 
drilling, production, job, construction. 
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plant (including refining, manufactur¬ 
ing. and processing plant) sites of stor¬ 
age sites. 

<c> Machinery, equipment . materials . 
and supplies used in. or in connection 
with, the drilling of water wells, (d) 
machinery, equipment, materials , and 
supplies used in. or in connection with, 
the construction, operation, repair, 
servicing, maintenance, and dismantling 
of pipelines, other than pipelines used 
for the transmission of natural gas, 
petroleum, their products and by-prod¬ 
ucts, water, or sewerage, restricted to 
the transportation of shipments moving 
to or from pipeline right of way. (e) 
earth drilling machinery and equipment, 
and machinery, equipment, materials, 
supplies, and pipe Incidental to, used in. 
or in connection with. (1) the transpor¬ 
tation. installation, removal, operation, 
repair, servicing, maintenance, and dis¬ 
mantling of drilling machinery and 
equipment. <2) the completion of holes 
or wells drilled. <3) the production, stor¬ 
age. and tntmnmtesion of commodities 
resulting from drilling operations at well 
or hole sites, and <4> the injection or re¬ 
moval of commodities into or from holes 
or wells: (1) from points in Oklahoma 
on and east of U.S Highway 77 and on 
and north of XJB. Highway 66. including 
Oklahoma City, to points In Tennessee 
on and east of the Tennessee River, 
points in Kentucky on and east of U S. 
Highway 31W, points in Indiana on and 
east of U.S. Highway 31, and all points 
In Alabama, Georgia. Florida. South 
Carolina. North Carolina, Virginia. West 
Virginia, Ohio, Michigan, and Pennsyl¬ 
vania, (2) from points in Oklahoma on 
and east of US. Highway 75 and on and 
north of U.S. Highway 66 to points in 
Mississippi on and east of U S. Highway 
51. (3> from Oklahoma City. Okla., to 
points in Kentucky on and east of U S. 
Highway 41. and (4) from points in Kan¬ 
sas to points In Mississippi, Alabama. 
Georgia. Florida, and South Carolina. 
The purpose of this filing Is to eliminate 
the gateways of Ottawa Co.. Okla.. or 
Cherokee, Crawford, Labette, or Mont¬ 
gomery Counties. Kami, and Van Buren. 
Ark. 

No. MC 76177 (Sub-No. E122). (Cor¬ 
rection). filed April 15. 1974, published 
In the Federal Register December 26, 
1974. Applicant: BAGOETT TRANS¬ 
PORTATION CO., 2 South 32nd St.. 
Birmingham, Ala. 35233. Applicant's rep¬ 
resentative: T. C. Sinclair (same as 
above). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Classes 
A and B erplosives, and blasting sup- 
plies, from points In New York to points 
in Texas. The purpose of this filing is to 
eliminate the gateways of (1) the stor¬ 
age magazine of the Trojan-U.S. Powder. 
Division of Commercial Solvents Corp., 
located at the Junction of West Virginia 
Highway 62. and White Church Road 
near Point Pleasant (Mason County), 
W. Va.: <2> Grafton, HI., and points 
within 2 mile* thereof: (3) Wolf Lake, 
Ill., and points within 15 miles thereof. 
The purpose of this correction is to cor¬ 


rect the ‘T number, previously pub¬ 
lished as E89. 

No. MC 83539 (Sub-No, E25). filed 
May 24.1974, Applicant: C. k H. TRANS¬ 
PORTATION CO.. INC., P.O. Box 5976. 
Dallas. Tex. 75222. Applicant's repre¬ 
sentative: Kenneth Weeks (same as 
above). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Com¬ 
modities, the transportation of which, 
because of their size or weight, requires 
the use of special equipment, and related 
contractors' materials and supplies when 
their transportation is incidental to the 
transportation by carrier of commodities 
which by reason of size or weight require 
special equipment, between points in 
Colorado <except Logan. Sedgwick, Phil¬ 
lips, Washington, and Yuma Counties), 
and Illinois. The purpose of this filing is 
to eliminate the gateways of points In 
Iowa. South Dakota. Missouri, Wichita, 
Kansas. Texas, and New Mexico. 

No. MC 83539 (Sub-No. E27>. filed 
June 2. 1974. Applicant: C. k H. TRANS¬ 
PORTATION. CO., INC., 2010 West 
Commerce 8i.. Dallas. Tex. 75208. Appli¬ 
cant's representative: Wiley Willingham 
(same as above). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Iron and steel articles, as described 
in Appendix V to the report in Descrip¬ 
tions in Motor Carrier Certificates, 61 
M.C.C. 209, the transportation of which, 
because of their size or weight require 
the use of special equipment, or handling, 
and parts thereof, from points in Florida. 
Alabama. Mississippi. Louisiana, Arkon- 
saw. Texas. New Mexico, Arizona, and 
those points In Georgia on and west of 
Interstate Highway 75. and those in 
Oklahoma on and south of U.8. Highway 
66 to points in Ohio. The purpose of this 
filing is to eliminate the gateway of 
Nashville. Tenn., and points in Ohio. 

No. MC 83539 (Sub-No. E29>, filed 
June 3. 1974. Applicant: C. k H. TRANS¬ 
PORTATION. CO.. INC., 2010 West 
Commerce 8L, Dallas, Tex. 75208. Appli¬ 
cant's representative: Wiley Willingham 
(same as above). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Iron and steel valves and hydrants, 
and iron and steel parts, attachments, 
and accessories for valves and hydrants, 
from Houston, Texas to points in Ala¬ 
bama, Arizona. California, Colorado. 
Connecticut, Delaware, the District of 
Columbia, Florida, Georgia, Idaho. Illi¬ 
nois, Indiana. Iowa. Kentucky. Maryland. 
Massachusetts, Michigan, Minnesota, 
Mississippi, Missouri. Montana. Ne¬ 
braska. New Hampshire, New Jersey, New 
York. North Carolina, North Dakota. 
Ohio, Oregon. Pennsylvania, Rhode 
Island, South Carolina, South Dakota. 
Tennessee. Utah, Vermont, Virginia, 
Washington. West Virginia. Wisconsin, 
and Wyoming, with no transportation for 
compensation on return except as other¬ 
wise authorized. The purpose of this fil¬ 
ing is to eliminate the gateway of Beau¬ 
mont, Tex. 


No. MC 83539 (Sub-No. E30), filed 
May 17.1974. Applicant: C. k H. TRANS¬ 
PORTATION CO, INC.. 2010 W. 
Commerce St.. P.O. Box 5976, Dallas. 
Tex. 75222. Applicant’s representative: 
Wiley C. Willingham (same as above). 
Authority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Plastic pipe (ex¬ 
cept those which because of size or 
weight require the use of special equip¬ 
ment. and except conduit or pipe such as 
are included in the first findings of the 
Commission in T. E. Mercer and G, E. 
Mercer, Extension-Oilfield Commodities, 
74 M.C.C. 459. 543). from Brownwood. 
Texas to points in Idaho, Illinois. Iowa. 
Montana, Oregon, Utah, and Washing¬ 
ton. The purpose of this filing is to elimi¬ 
nate the gateway of Oklahoma City. 
Okla.. and Pueblo West. Colo. 

No. MC 83539 (8ub-No. E31). filed 
June 4, 1974 Applicant: C. k H TRANS¬ 
PORTATION CO.. INC.. P.O. Box 5976. 
Dallas. Tex. 75222. Applicant's repre¬ 
sentative: Wiley C. Willingham (same as 
above). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: (1) 
Commodities, the transportation of 
which because of size or weight require 
the use of special equipment. (2) Self 
propelled articles, each weighing 15.000 
pounds or more (except in driveaway 
service), and (3) Related machinery . 
parts, materials, and supplies moving in 
mixed loads, respectively, with the com¬ 
modities described in (1) and (2) above: 
(a) between points in California north 
of 8an Luis Obispo, Kern, and San 
Bernardino Counties, on the one hand, 
and. on the other, points in Texas (ex¬ 
cept those in Brewster. Presidio. Jett 
Davis, Culberson, Hudspeth, and El Paso 
Counties): <b) between points In Santa 
Barbara. Kern, and San Luis Obispo 
Counties. Calif., on the one hand, and. 
on the other, all points In that part of 
Texas on. north, and east of a line be¬ 
ginning at the Texas-New Mexico State 
line, and extending along U.S. Highway 
84 to Junction with UJ3. Highway 87, 
thence along U.S. Highway 87 to Junc¬ 
tion U.S. Highway 281. thence along U.S. 
Highway 281 to the United States-MexJco 
International Boundary line: (c) be¬ 
tween points in Ventura and Los Angeles 
Counties. Calif., on the one hand, and. on 
the other, points in Texas on. north, and 
east of a line beginning at the Texas-New 
Mexico StAte line and extending along 
U.S. Highway 84 to junction U.8. High¬ 
way 283. thence along U.S. Highway 283 
to junction U.S, Highway 87. thence 
along U.8. Highway 87 to junction U.S. 
Highway 290. thence along U.S. Highway 
290 to junction U S. Highway 81. thence 
along U.S. Highway 81 to Junction Texas 
Highway 123. thence along Texas High¬ 
way 123 to Junction U.S. Highway 181. 
thence along U.8. Highway 181 to Junc¬ 
tion UJ3. Highway 59. thence along U.S. 
Highway 59 to junction U B. Highway 
281. thence along UJB. Highway 281 to 
the United States-Mcxico International 
Boundary line; (d) between all points in 
Orange, Riverside, and San Diego Coun- 
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tics, Calif., on the one hand. and. on the 
other, all points in Texas on and east of 
a line beginning at the Oklahoma-Texas 
state line and extending along US. 
Highway 77 to Junction U.S. Highway 90. 
thence along UJ5. Highway 90 to junc¬ 
tion Texas Highway 71. thence along 
Texas Highway 71 to junction U.S. High¬ 
way 59. thence along U.8. Highway 59 to 
junction Texas Highway 172, thence 
along Texas Highway 172 to Port Lavaca. 
Tex; and <e> between all points in San 
Bernardino and Imperial Counties, Calif., 
on the one hand, and, on the other, ail 
points in Texas on and east of a line be¬ 
ginning at the Oklahomn-Tcxa* State 
line and extending along U S. Highway 
35 to Junction U.8. Highway 84. thence 
along U.S. Highway 84 to Junction Inter¬ 
state Highway 45. thence along Inter¬ 
state Highway 45 to Galveston. Tex. The 
purpose of tills filing Is to eliminate the 
gateways of points in Colorado and Utah. 

No MC 83539 (Sub-No. E39). filed 
June 4. 1974. Applicant: C. & H. TRANS¬ 
PORTATION CO . INC.. 2010 W Com¬ 
merce St.. P.O. Box 5976, DallAs. Tex. 
75222. Applicants representative: Ken¬ 
neth Weeks (same as above). Authority 
bought to operate as a common carrier, 
by motor vehicle, over Irregular routes, 
transporting: Commodities, the trans¬ 
portation of which, because of size or 
weight, requires the use of special equip¬ 
ment and related machinery parts and 
related contractors’ materials and sup¬ 
plies when their transportation is inci¬ 
dental to the transportation by the car¬ 
rier of commodities which, because of 
size or weight, require the use of special 
equipment, between (1) points In North 
Dakota, on the one hand. and. on the 
other, points In Virginia (points in South 
Dakota. Kansas within 50 miles of Nash¬ 
ville, Tenn., and Philadelphia. Pn.) # ; 
(2) points in Iowa, on the one hand. and. 
on the other, points in Massachusetts 
(points In Illinois, Braddock. and Phila¬ 
delphia, Pa.)*; (3) points in Nebraska, 
on the one hand, and, on (he other, points 
in Virginia (points within 50 miles of 
Nashville, Tenn., and Kansas. Illinois, 
Braddock. and Philadelphia. Pa.)V The 
purpose of this filing is to eliminate the 
gateways Indicated by asterisks above. 

No. MC 83539 (8ub-No. E46>. filed 
June 4. 1974. Applicant: C. & H. TRANS¬ 
PORTATION CO.. INC.. 2010 W Com¬ 
merce St.. P.O. Box 5976. Dallas. Tex. 
75222. Applicant’s representative: Ken¬ 
neth Weeks (same as above). Authority 
nought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Commodities . the trans¬ 
portation of which, because of size or 
weight, requires the use of special equip¬ 
ment, and related machinery parts and 
related contractors* materials and 
(supplies when their transportation is In¬ 
cidental to the transportation by the 
carrier of commodities which, because of 
size or weight, require the use of special 
equipment, between points in Arizona, on 
the one hand, and, on the other, points In 
Minnesota on and east of a line begln- 
blng at the Minnesota-Iowa State line 


and extending along U.S. Highway 218 to 
Junction Interstate Highway 35, thence 
along Interstate Highway 35 to junction 
U S. Highway 10. thence along U S. High¬ 
way 10 to junction U.S. Highway 23. 
thence along U.8. Highway 23 to I ake 
Superior. The purpose of this filing is to 
eliminate the gateways of points in New 
Mexico and Illinois. 

No. MC 83539 (Sub-No. E56), filed 
June 4, 1974. Applicant: C. & H. TRANS¬ 
PORTATION CO., INC., 2010 W. Com¬ 
merce St., P.O. Box 5976, Dallas. Tex. 
76222. Applicant’s representative: Ken¬ 
neth Weeks (same as above). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Commodities, which be¬ 
cause of size or weight, require the use 
of special equipment, and related ma¬ 
chinery parts and related contractors^ 
materials and supplies when the trans¬ 
portation of such commodities is inci¬ 
dental to the transportation of com¬ 
modities. which because of size or weight, 
require the use of special equipment, be¬ 
tween points in that part of Michigan on 
and south of U.8. Highway 10. on the one 
hand, and, on the other, points In Min¬ 
nesota. The purpose of this filing is to 
eliminate the gateway of points in 
Illinois. 

No. MC 83539 (Sub-No. E61). filed 
June 4, 1974. Applicant: C. Si H. TRANS¬ 
PORTATION CO.. INC., 2010 W. Com¬ 
merce St. P.O. Box 5976, Dallas, Tex. 
75222. Applicant’s representative: Ken¬ 
neth Weeks (same as above). Authority 
sought to operate as a common carrier . 
by motor vehicle, over irregular routes, 
transporting: Commodities . the trans¬ 
portation of which, because of size or 
weight, requires the use of special equip¬ 
ment and related machinery parts and 
related contractors' materials and 
supplies when their transportation Is in¬ 
cidental to the transportation by the 
carrier of commodities which, because of 
size or weight, require the use of special 
equipment, from points In Delaware to 
points in Kentucky on and west of a line 
beginning at the Ohlo-Kentucky State 
line and extending along U.S. Highway 
68 to junction UJ9. Highway 27. thence 
along U.S. Highway 27 to the Kentucky- 
Tennessce State line. The purpose of this 
filing is to eliminate the gateway of 
Philadelphia and Braddock. Pa. 

No. MC 95540 (8ub-No. E348). filed 
May 15, 1974. Applicant: WATKINS 
MOTOR LINES. INC.. P O. Box 1636, 
Atlanta, Oa. 30301. Applicant’s repre¬ 
sentative: Clyde W. Carver. Suite 212, 
5299 Roswell Rd. NE. Atlanta, Oa. 30342. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over ir¬ 
regular routes, transporting: Oleomar¬ 
garine, from Detroit. Mich., to points in 
that part of California on and south of 
a line beginning at the Pacific Ocean and 
extending along California Highway 1 to 
junction U.S. Highway 101. thence along 
U.8. Highway 101 to Junction Interstate 
Highway 680. thence along Interstate 
Highway 680 to junction California 


Highway 4. thence along California 
Highway 4 to Junction Temporary Inter¬ 
state Highway 5, thence along Tem¬ 
porary Interstate Highway 5 to junction 
California Highway 88. thence along 
California Highway 88 to the Califomia- 
Nevnda State line near Woodfords, Calif. 
The purpose of this filing is to eliminate 
the gateway of Florence, Ala. 

No. MC 100666 (Sub-No. E38). filed 
April 4. 1975. Applicant: MELTON 

TRUCK LINES, INC.. P.O. Box 7666, 
Shreveport, La. 71107. Applicant’s repre¬ 
sentative: Richard W. May (same as 
above). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Composi¬ 
tion board, from points in Texas (except 
Pineland or Silsbce and particleboard 
from Diboll), on or south of a line be¬ 
ginning at the Junction of Texas State 
Highway 203 and the Oklahoma-Texas 
State line, thence west on Highway 203 
to the Junction with U.S. Highway 287, 
thence west on U.S. Highwnv 287 to the 
junction with Interstate Highway 40. 
thence west on Interstate Highway 40 to 
the New Mexico-Texaa State line to 
points in niinois. The purpose of this fil¬ 
ing is to eliminate the gateways of Acme. 
Irving. Pineland and Silsbec, Tex. and 
Craig and Miami, Okla. 

No MC 100666 (8ub-No. E45>. filed 
March 20. 1975. Applicant: ^MELTON 
TRUCK LINES. INC.. P.O. Box 7666. 
Shreveport. La. 71107. Applicant’s repre¬ 
sentative: Richard A. May (same as 
above). Authority sought to operate as a 
common carrier, by motor vehicle, over 
irregular routes, transporting: Composi¬ 
tion board, from points in Texas (except 
Pineland and SUsbee and Particleboard 
from Diboll) to points in Oklahoma; (ex¬ 
cept not applicable from points in Texas 
located In Armstrong, Bailey. Briscoe, 
Carson. Castro, Cochran, Collingsworth, 
Dallam, Deaf 8mith. Donley. Floyd. 
Gray, Hale. Hall, Hansford. Hartley. 
Hemphill. Hockley, Hutchinson. Lamb, 
Lipscomb, Moore. Ochiltree. Oldham. 
Parmer. Potter, Randall. Roberts, Sher¬ 
man. Swisher, and Wheeler Counties on 
the one hand; to points in Oklahoma lo¬ 
cated in Alfalfa, Beaver. Beckham. 
Blaine, Canadian. Cimarron, Custer. 
Dewey. Ellis. Garfield, Grant. Harper. 
Kay. Kingfisher, Logan, Major. Noble. 
Oklahoma. Osage. Payne, Pnwnee, Roger 
Mills. Texas, Washita. Woods, and 
Woodward Counties on the other; nor 
shall the authority apply from points in 
Texas located In Childress, Cottle. Foard. 
Hardeman, and Motley Counties, on the 
one hand, to points in Oklahoma located 
in Beaver. Cimarron, and Texas Counties 
on the other, nor shall the authority ap¬ 
ply from points In Texas located In 
Archer. Baylor. Bowie. Cass. Collin, 
Cooke. Denton, Fannin. Franklin. Gray¬ 
son, Hardeman, Hopkins, Hunt, Jack. 
Knox, Lamar, Marion. Montague, Mor¬ 
ris, Red River, Titus, Upshur. Van 
Zandt. Wichita. Wilbarger, Wise. Wood 
Counties in Texas to points in Oklahoma 
in the Adair. Atoka, Cherokee. Choctaw. 
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Delaware. Haskell, Latimer, Le Flore, 
Mayes. McCurtain, McIntosh. Okmulgee. 
Pittsburg, Pushmataha, Sequoyah, and 
Wagoner Counties.) The purpose of this 
filing is to eliminate the gateways of 
Acme and Irving. Tex. 

No. MC 102567 (Sub-No. E9>. filed 
June 3. 1974. Applicant: MC NAIR 
TRANSPORT. INC., P.O. Drawer 5357. 
Bossier City. La. 71010. Applicant’s 
representative: Jo E. Shaw. Houston 
First 8aving Bldg., Houston. Tex. 77002. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over irreg¬ 
ular routes, transporting: Such petro¬ 
leum products as are liquid chemicals 
(petrochemicals) in bulk. In tank ve¬ 
hicles. from those points within 150 miles 
of Henderson. Tex., which arc north, 
south, and west of a line beginning at 
the junction of U.S. Highway 80 and 
UB. Highway 180 near Weatherford. 
Tex., and extending along U 8. Highway 
80/180 to Junction Interstate Highway 
20, to junction Louisiana Highway 157, 
to junction Louisiana Highway 132, to 
junction UB. Highway 82. to junction 
U.S. Highway 271, to the Pittsburg- 
Atoa County line in Oklahoma, to those 
points in Louisiana west of a line begin¬ 
ning at the Loulsiana-Arkansas State 
line and extending along UB. Highway 
167 to junction Loui iana Highway 34. 
to junction U.S. Highway 84, to junc¬ 
tion Louisiana Highway 107. to junction 
Louisiana Highway 115. to Junction UB. 
Highway 71. to junction Louisiana High¬ 
way 31. to junction Louisiana Highway 
30, to the Gulf of Mexico. The purpose 
of this filing is to eliminate the gateway 
of plant site of Dow Chemicals. U.S.A., 
in Columbia County. Ark. 

No. MC 102567 (Sub-No. E19), filed 
June 3. 1974. Applicant: MC NAIR 
TRANSPORT. INC . P.O. Drawer 5357, 
Bossier City, La. 71010. Applicant's rep¬ 
resentative: Jo E. Shaw. Houston First 
Saving Bldg.. Houston, Tex. 77002. Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Such petroleum 
products as are liquid chemicals (except 
liquefied petroleum gases), in bulk In 
tank vehicle, from those points In Texas 
within 150 miles of Henderson. Tex., in¬ 
cluding Henderson, and which are south 
of a line beginning at Chilton. Tex., and 
extending along Texas Highway 7 to 
Junction UB. Highway 287, to Junction 
UB. Highway 190. to the Loulslana- 
Texas State line, to those points in Ken¬ 
tucky east of a Une beginning at the 
Kentucky-Indiana State line and ex¬ 
tending along Kentucky Highway 91 to 
Junction UB Highway 41. to the Ken¬ 
tucky-Tennessee State line. The purpose 
of this filing is to eliminate the gateway 
of plant site of American Cyan amid Com¬ 
pany at Avondale, La. 

No. MC 10345 (Sub-No. El», filed 
December 4. 1974 Applicant: C. * J. 
COMMERCIAL DRIVE A WAY. INC- 
P.O. Box 689. Lansing, Mich. 48903. Ap¬ 
plicant’s representative: Joseph Gracia 
(same as above). Authority sought to 
operate as a common carrier, by motor 
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vehicle, over irregular routes, transport¬ 
ing: Automobiles . trucks, and chassis, 
new, used, unfinished, or wrecked, in 
secondary movements, in truckaway 
service, from Ft. Wayne. Ind.. to points 
in Iowa. New Hampshire. Tennessee, Ver¬ 
mont, Virginia. New York. Massachu¬ 
setts. Rhode livland, Connecticut. New 
Jersey. Pennsylvania, Maryland. West 
Virginia. Michigan, Kentucky. Indiana. 
Illinois. Wisconsin, Missouri. Arkansas, 
North Dakota. South Dakota, Nebraska. 
Kansas. Oklahoma. Ohio, the District of 
Columbia, and those in Texas north of 
a Une beginning at the Tcxas-Louislana 
State Une and extending along US. 
Highway 80 to junction UB. Highway 
81, thence along UB Highway 81 to the 
Texas-Oklahoma State Une. The purpose 
of this filing is to eliminate the gateway 
of Indiana. 

No. MC 106401 (Sub-No. E5). filed 
May 13. 1974. Applicant: JOHNSON 
MOTOR LINES, INC., P.O. Box 10877. 
Charlotte. N.C. 28234. Applicant’s repre¬ 
sentative: Thomas G. Sloan (same as 
above). Authority sought to operate as 
a common carrier, by motor vehicle, over 
Irregular routes, transporting: General 
Commodities, except tho*e of unusual 
value, classes A & B explosives, household 
goods as defined by the Commission, com¬ 
modities in bulk, commodities requiring 
special equipment, livestock, and com¬ 
modities injurious or contaminating to 
other lading from points In Alamance. 
Buncombe. Burke. Cabarrus. Caldwell, 
Catawba, Chatham, Cumberland. David¬ 
son. Davie. Durham. Forsyth. Guildford. 
Granville, Harnett. Iredell, McDowell. 
Mecklenburg, Moore, Orange, Randolph. 
Rowan. Stokes, Surry, and Stanly Coun¬ 
ties, N.C., except points on U.S. Highway 
29 between the Gaston-Mecklenburg 
County line and Charlotte. North Caro¬ 
lina Highway 49 between Charlotte and 
the Junction of unnumbered highway 
Just south of Concord, unnumbered high¬ 
way between the Junction of North Caro¬ 
lina Highway 49 and Concord. Alternate 
UB Highway 29 between Concord and 
the Junction or U.8. Highway 29. UB. 
Highway 29 between the Junction of 
Alternate UB. Highway 29 and High 
Potnt. Alternate UB. Highway 29 between 
High Point and Greensboro, Alternate 
UB. Highway 70 between Greensboro and 
Junction UB. Highway 70. UB. Highway 
70 between the Junction of Alternate 
UB. Highway 70 and Durham. UB. High¬ 
way 15 between Durham and Oxford. 
UB. Highway 158 between Oxford and 
the Granville-Vance County line, UB. 
Highway 220 between the Montgomery- 
Randolph County line and the Junction 
of UB. Highway 311 Just south of Randle- 
man. UB Highway 311 between the Junc¬ 
tion of UB. Highway 220 just south of 
Randleman and High Point. N.C. High¬ 
way 70 between Durham and the Junc¬ 
tion of North Carolina Highway 54 
(formerly unnumbered highway), North 
Carolina Highway 54 between the Junc¬ 
tion of UB. Highway 70 and the Durham- 
Wake County Une, UB. Highway 29 be¬ 
tween Greensboro and the Guildford - 


Rockingham County line, UB. Highway 
70 between Salisbury and Hickory, UB. 
Highway 321 between Hickory and the 
Junction of Alternate UB. Highway 321, 
Alternate UB. Highway 321 between the 
Junction of UB. Highway 321 and Val- 
mcad. UB. Highway 29 between the 
Junction of North Carolina Highway 43 
and China Grove, to points in South 
Carolina west or north of a Une consist¬ 
ing of western and northern boundaries 
of Horry. Georgetown, WUliamsburi:. 
Clarendon. Calhoun. Orangeburg, and 
BarnweU Counties, except points on UB. 
Highway 123 between the Georgla-8outh 
Carolina line and Greenville, UB. High¬ 
way 29 between the Georgia-South Caro¬ 
lina State line and Lyman, Alternate U.3. 
Highway 29 between Lyman and the 
South Carolina-North Carolina State 
line, UB. Highway 1 between the Geor¬ 
gia-South Carolina State Une and the 
South CarciUna-North Carolina Stale 
Une. U.S. Highway 76 between Columbia 
and Florence. UB. Highway 15 between 
8jmter and the Junction of UB. High¬ 
way 52 near Society Hill U.8. Highwa- 
52 between Florence and the Junction of 
UB. Highway 1 near Cheraw. The pur- 
pjse of this filing la to eliminate the gate¬ 
ways of Oreenvllle. Spartanburg. Blacks¬ 
burg. Columbia, Cheraw, Sumter, Flor¬ 
ence. and Camden. S.C. and Charlotte. 
N.C, 

No. MC 108603 (Sub-No. El>, filed May 
10. 1974. Applicant: DART TRANSIT 
LINES, INC., 200 Colrain St. SW.. P.O. 
Box 8908. Grand Rapids. Mich. 49505. 
AnrUcant’s representative: Martin Lea¬ 
vitt (same as above). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Building contractors' material a. re¬ 
stricted to roofing materials, from those 
points in Illinois on. south, and west of 
a Une beginning at the IUinoLs-Mtssoun 
State Une. and extending along UB. 
Highway 51 to Junction U.S. Highway 24. 
thence along UB. Highway 24 to the 
IIHnol--Missouri State Une, thence along 
the IlUnois-Mi&sourl State line to those 
points in Ohio north of a line beginning 
at the Ohlo-Indiana State Une and ex¬ 
tending along U S. Highway 30 to Junc¬ 
tion UB. Highway 30S. thence along UB. 
Highway 30S to Junction Ohio Highway 
95. thence along Ohio Highway 95 to 
junction Ohio Highway 13. thence along 
Ohio Highway 13 to Junction UB. High¬ 
way 36. thence along U 8. Highway 36 to 
junction U S. Highway 250. thence along 
UB. Highway 250 to the Ohio-West Vir¬ 
ginia State line. The purpose of this filing 
Is to eliminate the gateway of Whiting. 
Ind. 

No. MC 108603 (Sub-No. E2>, filed May 
10. 1974. Applicant: DART TRANSIT 
LINES INC., P.O. Box 80008. Grand 
Rapids, Mich. 49508. Applicant s repre¬ 
sentative: Martin J. Lcavett (same as 
above). Authority sought to operate 
a common carrier . by motor vehicle, over 
irregular routes, transporting: Building 
contractor's materials, restricted to roof¬ 
ing materials, from those points in Illi¬ 
nois on and north of UB. Highway 17 to 
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point# In Ohio. The purpose of this filing 
1# to eliminate the gateway of Whiting. 

tad. 

No. MC 106603 <8ub-No. E3). filed May 
10. 1974. Applicant: DART TRAN8IT 
LINES, INC., P.O. Box 8003. Grand 
Rapid#, Mich. 49608. Applicant's repre¬ 
sentative: Martin Leavitt (same as 
above). Authority sought to operate as 
a common carrier, by motor vehicle, over 
Irregular routes, transporting: Building 
contractor's materials . restricted to 
building and roofing materials, from 
points in Illinois to those points in the 
Lower Peninsula of Michigan. The pur¬ 
pose of this filing is to eliminate the gate¬ 
way of Whiting, Ind. 

By the Commission. 

I seal) Joseph M. Harrington, 

Acting Secretary . 

|PR Doc.75-13747 Filed 5-23-75:8:46 ora| 


(Notice No. 775J 

ASSIGNMENT Of HEARINGS 

May 21. 1975. 

Case# assigned for hearing, postpone¬ 
ment, cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signment# only and does not Include 
cases previously assigned hearing dates. 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
interested parties should take appro¬ 
priate steps to insure that they are noti¬ 


fied of cancellation or postponements of 
hearings in which they are interested. 

MC 136384 Sub 7. Palmer Motor Exprctn, Ido., 
now assigned August 4, 1976 at Atlanta, 
Oeorgla 1* postponed to Augunt 11. 1976. 
at Atlanta, Georgia 

MC 119493 8ub 133, Monkem Company, tac. 
application dlitmlmd. 

MC 119726 8ub 47. NA B. Trucking Co.. Inc., 
application dlamifised. 

MC-P 12338. Riteway Expre**, Inc.—Pur¬ 
chase—A. Knorr'a Expre**, Inc., and MC 
1668 Sub 8. Riteway Express. Inc., now as¬ 
signed July 8. 1976, at New York, New 
York, la postponed to September 9. 1976 In 
New York. New York. 

MC 130279. Four Wind* Travel. Inc., now as- 
signed July 23. 1976 at New York, New 
York, it postponed Indefinitely. 

MC-C-8619, Transport of New Jersey; Aabury 
Park-New York Transit Corporation; De¬ 
camp Bus Lines; Hudson Bus Transporta¬ 
tion Company, Inc.; Hudson Transit Lines, 
Inc.; Lakeland Bus Lines. Inc.; Lincoln 
Transit Company; Manhattan Transit 
Company; Maplewood Equipment Com¬ 
pany; New York-Keonxburg-Long Branch 
Bus Company, tac.; North Boulevard 
Transportation Company; Somerset Bus 
Company, Inc.; Suburban Transit Corpo¬ 
ration; and Port Authority of New York 
and New Jersey—Investigation of Opera¬ 
tions And Practices; now being assigned 
July 31. 1975 (1 week) at New York. New 
York; In a hearing room to be designated 
later. 

No. 36093 Mississippi Public Service Commis¬ 
sion v. Illinois Central Oulf Railroad Com¬ 
pany. now being assigned September 16. 
1976 (1 week). at Jackson. Mbs., in a hear¬ 
ing room to be later designated. 

MC 26708 8ub 26, Laney Tank Lines, Incor¬ 
porated; MC 103101 Sub 49. The One. A. 
Rheman Co., Inc. and MC 106119 8ub 22. 
Associated Petroleum Carriers; now being 
assigned July 28, 1975 (1 week) at Colum¬ 
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bia. South Carolina. In a hearing room to 
be designated later. 

(seal) Joseph M. Harrington. 

Acting Secretary. 

(FR Doc.75-13746 Filed 6-23-75:8:46 am) 


FOURTH SECTION APPLICATION FOR 
RELIEF 

May 21,1975. 

An application, as summarized below, 
has been filed requesting relief from the 
requirement# of section 4 of the Inter¬ 
state Commerce Act to permit common 
carriers named or described in the appli¬ 
cation to maintain higher rates and 
charge# at intermediate point# than 
those sought to be established at more 
distant points. 

Protests to the granting of on applica¬ 
tion must be prepared Jn accordance with 
rule 40 of the general rule# of practice 
(49 CPR 1100.40) and filed on or before 
June 11, 1975. 

FSA No. 42993— Com and Soybeans 
Between Points in Iowa. Also From Points 
in Iowa. Minnesota and South Dakota, 
to Points in Illinois . Iowa and Wisconsin . 
Filed by Western Trunk Line Committee. 
Agent (No A-2713), for interested rail 
carriers. Rates on corn and soybeans, in 
bulk, in carloads, as described in the 
application, betw^een point# in Iowa; also 
from points in Iowa, Minnesota and 
South Dakota, to points in Illinois, Iowa 
and Wisconsin. 

Grounds for relief—Unregulated truck 
competition. 

By the Commission. 

f seal ) Joseph M. Harrington. 

Acting Secretary . 

)FR Doc 75-13745 Filed 5-23-75;8:4fl am) 
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Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION. DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 

Administrative Practices and Procedures 

This notice establishes administrative 
practices and procedures governing ac¬ 
tivities of the Food and Drug Adminis¬ 
tration. It includes the procedures under 
which citizen petitions will be submitted 
to and considered by the agency, the 
justification for and conduct of formal 
evidentiary public hearings, public hear¬ 
ings before a Public Board of Inquiry, 
public hearings before a public advisory 
committee, public hearings before the 
Commissioner, regulatory hearings be¬ 
fore the Food and Drug Administration, 
and standards of conduct and conflicts of 
interest It amends existing agency reg¬ 
ulations to conform them to the new 
regulations governing practices and pro¬ 
cedures. The new regulations are effec¬ 
tive on July 28. 1975. Public comment on 
the new regulations may be submitted to 
the Hearing Clerk on or before July 28. 
1975. Any changes warranted by such 
comment will be reflected In a further 
order modifying those new regulations. 

The present administrative practices 
and procedures of the Food and Drug 
Administration are largely uncodifled 
and. to the extent that they are included 
in existing regulations, are spread 
throughout numerous sections in the 
Code of Federal Regulations and in 
agency manuals. Many of these prac¬ 
tices and procedures have been developed 
over the years on an ad hoc basis, to 
meet immediate needs, without syste¬ 
matically Integrating them into the 
agency’s overall practices and proce¬ 
dures. Many of the agency’s practices 
and procedures have not been written 
down in any manual or regulation. Ac¬ 
cordingly. the Commissioner of Food and 
Drugs has concluded that a thorough 
review of agency practices and proce¬ 
dures should be undertaken, and that 
comprehensive regulations should be 
adopted to codify existing requirements, 
establish new requirements where none 
currently exist, and conform present reg¬ 
ulations so that practices and procedures 
will be applied consistently throughout 
the agency This notice reflects the con¬ 
tinuing efforts of the Food and Drug Ad¬ 
ministration on this project for more 
than a year. 

Many of the matters covered in these 
regulations are not explicitly mentioned 
in any of the laws administered by the 
Commissioner. The Supreme Court re¬ 
cently recognized in Weinberger v. Ben- 
tex Pharmaceuticals. Inc., 412 U.8. 653. 
645 0973). that the Food and Drug Ad¬ 
ministration has authority which *‘is im¬ 
plicit in the regulatory scheme, not 
spelled out in haec verba” in the statute.. 
As stated in Morrow v. Clayton 326 F. 2d 
36.44 (10th Cir. 1963): 

However. It U i fundamental principle of 
administrative law that the powers of an 
administrative agency are not limited to 
thoee evpreealy granted by the statutes, but 
Include, also, all of the powers that may fairly 
be Implied therefrom. Pan American World 
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Airways v. United States. 371 US. 296. 83 8. 
Ct. 476. 9 L.Ed.2d 325: United Sts tea v. Penn¬ 
sylvania Railroad Company. 323 U8. 612/65 
SCI. 471. 89 LJEd 499; United State* v. 
Bailey. 9 Pet. 233. 34 U S. 238. 9 I. Ed 113. The 
rule in this respect U well stated In 1 Am. 
Jur.2d, Administrative Law. section 44. p. 846: 

The Court U not limited to the mere words 
of a statute nr what U expressly declared 
therein, and that which is incidentally nec¬ 
essary to a full exposition of the legislative 
Intent should be upheld as being germane 
to the law. In the construction of a grant of 
powers. It Is a general principle of law that 
where the end is required the appropriate 
means are given and that every grant of 
power carries with It the use of necessary 
and lawful means for it* effective execution. 
There la therefore conferred by necessary im¬ 
plication every power proper and necessary 
to the execise of the powers and duties ex¬ 
pressly given and imposed. 

The Commissioner concludes that all 
of the matters covered In the new regu¬ 
lations readily fall within these princi¬ 
ples. 

The Commissioner notes that this no¬ 
tice promulgates regulations dealing with 
administrative practices and procedures 
exclusive of regulatory enforcement ac¬ 
tivities. The Food and Drug Administra¬ 
tion is presently at work codifying the 
agency's enforcement practices and pro¬ 
cedures, which will include regulations 
relating to imports, criminal prosecution 
(Including both the use of elutions un¬ 
der section 305 and the criteria for rec¬ 
ommending criminal prosecution). recall 
and detention of products, publicity, reg¬ 
ulatory letters, and related matters. 
These regulations will be published in the 
Federal Register in the future. 

Effective Date 

The Commissioner has concluded that 
there are compelling public interest rea¬ 
sons why these regulations should be 
made effective at thLs time, rather than 
first publishing them as a proposal with 
time for public comment. 

All of these regulations establish pro¬ 
cedures governing the on-going activities 
of the agency. It 1s clear that such activi¬ 
ties will continue, whether or not written 
procedures exist to govern them. For ex¬ 
ample, citizens will continue to submit 
petitions to the agency, public hearings 
of all types will be conducted, advisory 
committees will meet, and other similar 
activities will take place. Without writ¬ 
ten regulations of the type established 
in this notice, considerable confusion and 
uncertainty about the procedures govern¬ 
ing these activities will continue to exist. 
The Commissioner concludes that, rather 
than continue with inconsistent, incom¬ 
plete. and out-of-date agency practices 
and procedures, many of which have 
never been codified in any form, it is in 
the public interest to establish clear new 
practices and procedures by making these 
regulations effective 60 days after their 
publication in the Federal Register. 

At the same time, the Commissioner 
wishes to encourage public comment on 
these regulations. A period of 60 days is 
provided for submission of such com¬ 
ments. The Commissioner emphasizes 
that, although all of the regulations 
established In this notice have been the 


subject of Intensive agency consideration 
for over a year, and therefore represent 
the best current thinking of the Food 
and Drug Administration, ail of them are 
subject to modification on the basis of 
persuasive public comment which points 
out errors, inconsistencies, or sound legal 
or public policy reasons for changing 
them. The fact that they are published 
as final regulations, rather than as a 
proposal, is simply to permit the orderly 
transaction of agency business, pursuant 
to written procedures, during the Interim 
period while public comment Is being ob¬ 
tained. Once all public comment has been 
obtained, further modification oi these 
regulations will be undertaken. 

Most of the statutory provisions Imple¬ 
mented by these regulations arc self- 
executing, and thus the agency must 
comply with such requirements regard¬ 
less whether implementing regulations 
exist. Similarly, many agency practices 
and procedures already in existence, but 
uncodifled. require no regulations for 
continuation. Rather than publish a pro¬ 
posal, which would then of necessity b? 
Implemented as if it were a final order. 
It is more forthright and fair to publish 
this notice as a final regulation, subject 
to modification on the basis of the pub¬ 
lic comment that will be received. 

The Commissioner concludes that ihe 
Administrative Procedure Act (APA), 5 
UiJ.C. 553(b). as well as the provisions 
of these regulations, fully authorize their 
publication as final regulations with time 
for comment Under the APA. all regu¬ 
lations governing procedure or practice 
may be published without the require¬ 
ment of notice and public procedure, 
and Indeed any other regulation may be 
so published where notice and public 
procedure are Impracticable, unneces¬ 
sary. or contrary to the public interest. 
The Commissioner concludes, for the rea¬ 
sons stated above, that both of these 
standards are met in this instance. Under 
the new regulations themselves, it is pro¬ 
vided that any regulation may be Issued 
In final form, without notice and public 
procedure, under such circumstances 
and that In all such Instances time will 
be provided for public comment in order 
to determine whether additional modifi¬ 
cation is appropriate. Although the Com¬ 
missioner has very seldom used this pro¬ 
cedure in the past few years. ancUntend* 
to use it very seldom In the future, it is 
apparent that on occasions such as this 
it is the only practicable way to proceed 
in an orderly fashion with the activities 
of the agency. 

The Commissioner will consider any 
reasonable request for an extension of 
the 60-day period for public comment on 
the new regulations, where good cause is 
shown. No extension of time for com¬ 
ment will be considered by the Commis¬ 
sioner. however, on any provision of th* 
new regulations on which litigation is 
instituted. The Commissioner has con¬ 
cluded that, if any provision of the new 
regulations is challenged in the courts, 
it will be important to receive and act 
upon all comments relating at least 'o 
that portion of the regulations, so that 
any modification Justified by the com- 
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inent can promptly be made and judicial 
reviews can therefore be obtained on the 
final version of the regulations, as so 
modified in light of the comments 

received. 

The Commissioner recognises that, 
with experience, these new regulations 
will undoubtedly require additions and 
modifications. As is true with any at¬ 
tempt to codify procedures on a com¬ 
prehensive basis, it must be expected that 
tome of the provisions will require 
change, and new provisions will be 
needed to clarify existing provisions and 
to codify new procedures not previously 
covered. This will necessarily be a 
lengthy on-going process that will never 
fully be completed. 

A D KINISTR ATT VE PRACTICES AND 

Procedures 'Part 2) 

The Commissioner has concluded that 
Part 2 of Title 21 of the Code of Federal 
Regulations should be set aside to con¬ 
tain all regulations governing Food and 
Drug Administration administrative 
practices and procedures. Accordingly, 
the existing provisions in Subparts H 
and M of Part 2. relating to delegations 
ol authority and organisation of the 
Food And Drug Administration, have 
been transferred to a new Part 5. The 
provisions relating to formal evidentiary 
public hearings in present Subpart F of 
Part 2 are substantially out of date, and 
are revoked and superseded by the new 
regulation* in Subpart B of Part 2. 

General (Sub part A) 

Subpart A of new Part 2 is intended 
to encompass all of the general provi¬ 
sions relating to the agency's practices 
and procedures. The Commissioner an¬ 
ticipates that, as additional agency pol¬ 
icy is established with regard to general 
practices and procedures, it will be added 
in the form of new sections in this sub¬ 
part. 

scope <f 2.1) 

Subpart A of new Part 2 deals with a 
number of provisions that have general 
applicability throughout the agency. It 
contains, for example, uniform require¬ 
ments with respect to all Information 
Hied with the Hearing Clerk, and a 
standard form for petitions to be filed 
with the Hearing Clerk. The Commis¬ 
sioner recognises, however, that specific 
provisions in other subparts of Part 2, 
or in other sections of Title 21 of the 
Code of Federal Regulations, state dif¬ 
ferent requirements applicable to a 
Particular matter. Thus, the form for a 
new drug application (NDA) in 
1314.1(c)(2) will of course remain ap¬ 
plicable. as will all of the other specific 
lor ms and formats specified throughout 
preset agency regulations. Similarly, 
wU1 cont *nue to be submitted to 
me; Bureau of Drugs as provided in 
I 3i4a(c), a food additive petition will 
to be submitted to the Bureau 
Provided in 1121.51(c), and 
forma will be submitted as 
provided In current agency regulations. 

n summary, all information submitted 
lo Hearing Clerk must comply with 
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the requirements specified in new f 2.5. 
except to the extent that other specific 
sections in existing regulations contain 
different requirements that are incon¬ 
sistent with the provisions of new 4 2.5. 
Thus, new general requirements are es¬ 
tablished that will be applied con¬ 
sistently and uniformly throughout the 
agency, except to the extent that they 
are explicitly overridden by specific pro¬ 
visions in other sections. 

DEFINITIONS <5 2.3) 

Section 2.3 contains uniform defini¬ 
tions for use throughou all of Part 2. 
Some of the more important definitions 
are as follows: 

The definitions clearly distinguish 
between a "party” to and a “participant” 
in a formal evidentiary public bear¬ 
ing or a Board of Inquiry. A “party” is 
any person who has exercised the right 
to request a hearing and as a result of 
whose action a hearing has been 
granted. A “participant” means any 
person who wishes to participate in any 
proceeding, including the parties and 
other interested persons. The bureau of 
the Food and Drug Administration re¬ 
sponsible for the matter involved is 
always a party in any hearing. 

The terms “interested person” and 
“any person who will be adversely af¬ 
fected” are defined very broadly to mean 
any person who wishes to participate in 
any proceeding of the Food and Drug 
Administration. There is no requirement 
that such person exhibit any particular 
Interest, or show’ any specific economic 
or other harm or other indicia of “stand¬ 
ing.” Since Food and Drug Administra¬ 
tion Activities directly affect ail member* 
of the public, all members of the public 
who wish to participate are “interested 
persons” and “adversely affected" by 
definition. The courts have ruled that all 
citizens who wish to challenge agency 
actions affecting food and drugs arc 
“adversely affected” and thus may 
properly submit objections and otherwise 
participate in administrative proceed¬ 
ings where the statute requires such a 
showing. See Rcade v. Ewing, 205 F. 2d 
630 (2d Cir. 1953). 

The term “petition” is defined broadly 
to Include any form of formal request for 
agency action. Including petitions, 
applications, or other similar documents. 
It does not include routine corre¬ 
spondence which does not purport to 
meet the requirements for a petition es¬ 
tablished In i 2.6(a) of the regulations. 

The definitions distinguish between a 
“regulation" and an “order,” for pur¬ 
poses of application of the requirements 
of the Administrative Procedure Act. 
Regulations are agency rules of general 
or particular applicability and future ef¬ 
fect that are issued in the Federal Reg¬ 
ister and codified in the Code of Federal 
Regulations. A regulation may state 
either a legal requirement or a recom¬ 
mendation of the Food and Drug Admin¬ 
istration. Orders mean final agency dis¬ 
position of an administrative proceeding 
other than by the issuance of a regula¬ 
tion, including the Issuance or revoca¬ 
tion of product licenses. 
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A “meeting” is defined to Include any 
oral discussion, whether by telephone or 
in person. 

“Administrative action" Includes every 
form and kind of act, including the re¬ 
fusal or failure to act, involved in the 
implementation of the laws administered 
by the Commisioner. The referral of ap¬ 
parent violations to United States attor¬ 
neys for the Institution of criminal and 
civil proceedings. Including any enforce¬ 
ment activity in preparation for or inci¬ 
dental to such referral, is specifically 
excluded from this definition, however, 
since such enforcement action is solely 
within the discretion of the Commis¬ 
sioner and is not subject to petitions or 
other action by interested persons out¬ 
side the agency. Thus, such compliance 
activity as factory inspection, requests 
for samples, section 305 citations, and 
similar matters related to the agency's 
law enforcement role are not included in 
this definition. 

SUMMARY or PROCEDURES (f 2.4) 

Many interested persons have com¬ 
plained that it is difficult to know and 
understand ail of the administrative pro¬ 
cedures utilized by the Food and Drug 
Administration. The Commissioner rec¬ 
ognizes that public understanding of 
agency procedures is essential to encour¬ 
age and facilitate public participation in 
all agency activities. Accordingly, f 2.4 of 
the regulations requires preparation and 
brohd dissemination of summaries of 
agency procedures, perhaps in pamphlet 
form, in terms that will be readily under¬ 
stood and usable by the lay public. 

SUB Ml 51ON OP DOCUMENTS TO REARING 

CLERK; COMPUTATION OP TIME; AVAIL¬ 
ABILITY POR PUBLIC DISCLOSURE C$ 2.5) 

Section 2.5 of the regulations contains 
new uniform requirements for submission 
of all documents to the Hearing Clerk, 
except where oilier provisions in agency 
regu l a ti o n s specify different require¬ 
ments. 

All submissions must be filed in quin- 
tuplicate. except for comments filed by 
individuals, and must include all data 
and information referred to or in any 
way relied upon unless the material has 
been previously submitted as part of the 
administrative file in the same proceed¬ 
ing. e.g., a petition for reconsideration 
may refer to the previously established 
administrative record without reproduc¬ 
ing any portion of it. All such documents 
shall be considered as submitted on the 
date on which they are postmarked or 
delivered in person during regular busi¬ 
ness hours, unless an applicable regula¬ 
tion or Federal Register notice specifies 
otherwise. Actual copies of all documents 
to which reference is made are needed 
because of the Commissioner’s experi¬ 
ence that they are frequently hard to 
locate. Documents in a foreign language 
must be translated to avoid substantial 
agency resources being devoted to such 
translation and delay necessitated by ob¬ 
taining translation. 

Submissions must be signed by the 
person making the submission or by an 
attorney or other authorized represent* - 
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tlve. An attorney or other authorized 
representative may, of course, submit 
comments or other documents In his 
own name, without revealing that he is 
acting on behalf of a client. If a submis¬ 
sion reveals that an attorney or repre¬ 
sentative is not acting on his own behalf, 
there must be documentation verifying 
his authority to act in a representative 
capacity. 

The Commissioner advises that the 
Food and Drug Administration will re¬ 
quire rigid adherence to these new re¬ 
quirements. Failure to comply with the 
requirements of § 2.5. or any other ap¬ 
plicable requirements for format and 
content In these new regulations, e.g., 
§2.112 relating to objections and re¬ 
quests for hearing, will result In rejec¬ 
tion of the submission for filing or, if 
It has been filed, in exclusion from con¬ 
sideration of any portion of the submis¬ 
sion which fails to comply. The courts 
have held that administrative agencies 
may properly reject a filing when it is 
deficient in form. See. e.g., Municipal 
Light Boards v. Federal Power Common., 
450 F. 2d 1341, 1345-1340 (D.C. Cir. 19711, 
cert, denied. 405 US 989 (1972). 

It Is therefore essential that the proce¬ 
dural requirements in these new regula¬ 
tions be complied with strictly. 

The Commissioner recognizes that it 
will be difficult for the Hearing Clerk to 
determine compliance by the hundreds 
of thousands of submissions made year¬ 
ly to the Food and Drug Administration 
with all of the technical requirements of 
these regulations. The appropriate bu¬ 
reau. the Chief Counsel, and the Asso¬ 
ciate Commissioner for Compliance may 
be called upon by the Hearing Clerk to 
advise as to whether a particular submis¬ 
sion should be filed. It is anticipated that 
some submissions which do not comply 
will erroneously be filed. Accordingly, 
the regulations provide that acceptance 
for filing does not mean or imply that 
a document in fact meets all applicable 
requirements of the regulations. 

Under some Food and Drug Adminis¬ 
tration regulations, acceptance for fil¬ 
ing means that the agency has deter¬ 
mined that a petition contains reason¬ 
able grounds for the action requested and 
that the action requested is in accord¬ 
ance with the law. In view of the fact 
that the Hearing Clerk Is not in a posi¬ 
tion to make these determinations, the 
new regulations explicitly provide that 
acceptance for filing of any document 
by the Hearing Clerk does not mean or 
Imply anything with respect tt> the mer¬ 
its of the request. 

Because the office of the Hearing 
Clerk is located in Rockville. MD. It is 
sometimes Inconvenient to deliver a sub¬ 
mission which is required to be received 
by the Hearing Clerk on a specific date. 
Accordingly, any document delivered to 
Rm. 6819 of the Food and Drug Admin¬ 
istration downtown headquarters build¬ 
ing at 200 C Street. SW„ Washington, 
DC. will be considered as having been re¬ 
ceived by the Hearing Clerk on the date 
on which it Is logged in at that office. 
The Commissioner emphasizes that this 
provision applies only to documents that 
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are required to be received by the Hear¬ 
ing Clerk by a specific date, and not to 
documents that arc required to be mailed 
to the Hearing Clerk by a specific date. 

All submissions to the Hearing Clerk 
constitute a representation that, to the 
knowledge and belief of the person mak¬ 
ing the submission, the statements made 
are true and accurate. The False Re¬ 
ports to the Government Act, 18 U.S.C. 
1001, provides that a willfully false state¬ 
ment in any submission of this type Is a 
felony. All submissions will be required to 
be signed by the person making the sub¬ 
mission. and that individual will there¬ 
fore be subject to this provision of the 
law. 

Section 2.5(J) governs the availability 
for public examination and copying of 
all submissions to the Hearing Clerk. 
Thus, it is applicable to such matters 
as petitions and comments on petitions, 
and also to all evidence and pleadings 
submitted to the Hearing Clerk in the 
course of a formal evidentiary public 
hearing pursuant to Subpart B of Part 
2. a public hearing before a Public Board 
of Inquiry pursuant to Subpart C. a pub¬ 
lic hearing before the Commissioner pur¬ 
suant to Subpart S. or any alternative 
form of public hearing used pursuant to 
§2.117 In lieu of a formal evidentiary 
public hearing. It is not applicable to 
a public hearing before a public advisory 
committee pursuant to Subpart D except 
when it is being used pursuant to § 2.117 
or to a regulatory hearing before the 
FOod and Drug Administration pursuant 
to Subpart F. however, because those 
two subparts do not provide for submis¬ 
sion of material to the Hearing Clerk. 
Accordingly, separate provisions in 
§fi 2.316 and 2.514 govern examination of 
the administrative record of a public 
hearing before a public advisory’ com¬ 
mittee and a regulatory hearing be¬ 
fore the Food and Drug Administration. 

Section 2.5<J> divides submissions to 
the Hearing Clerk Into three categories: 
those that may be seen and copied by 
the public, those that may be seen but 
not copied by the public, and those that 
may be neither seen nor copied by tho 
public. 

The Commissioner concludes that all 
petitions and comments thereon sub¬ 
mitted to the Hearing Clerk must be 
available for public review and copying. 
These involve public procedures, and any 
action to be taken must be Justified by 
the Commissioner to the public. For ex¬ 
ample, the Commissioner must publicly 
explain his action in accepting or reject¬ 
ing any comment on a proposed regula¬ 
tion. Accordingly, material which any 
person does not wish to become available 
to the public should not be submitted 
to the Hearing Clerk with a petition or 
comment Of course, since NDA’s, 
NADA's. and applications for biologies li¬ 
censes are submitted directly to the bu¬ 
reaus and not to the Hearing Clerk, their 
availability for public disclosure is gov¬ 
erned by the provisions on public In¬ 
formation In Part 4 and the regulations 
referenced therein, and not by the pro¬ 
visions of § 2.5<J). 

The Commissioner concludes that the 
type of issue which Is likely to be con¬ 


sidered at a public hearing before the 
Commissioner pursuant to Subpart E 
of Part 2 is very similar to the type of 
Issue likely to be considered In petitions 
and comments. Such a hearing will in¬ 
volve policy Issues, not technical issues 
of the kind that will require submis¬ 
sion and detailed consideration of trade 
secret material. For example, any valu¬ 
able safety and effectiveness data rele¬ 
vant to such a hearing can be discussed 
In summary form without submitting the 
full reports In a way that would destroy 
their commercial value. Accordingly, ail 
material submitted by any person at a 
public hearing before the Commissioner 
pursuant to Subpart E will also be fully 
available to the public. 

The only exception to this will be when 
a public hearing before the Commis¬ 
sioner is being used pursuant to § 2.117 
in lieu of a formal evidentiary public 
hearing. In that situation the same rules 
on examination and copying of the ad¬ 
ministrative record will apply as would 
apply if it Deere held pursuant to Sub¬ 
part B. Lc.. §2.5(J) (2) and <3) will be 
applicable. The Commissioner concludes 
that the same disclosure rules must apply 
to all alternative forms of public hear¬ 
ing used under § 2.117. 

Objections and requests for hearing 
filed pursuant to Subpart B. and material 
submitted at either a formal evidentiary 
public hearing or a public hearing before 
a Public Board of Inquiry, will also be 
fully available to the public except to the 
extent prohibited by the provisions in 
§ 2.5<J) (2) and <3>, discussed below, 
which limit public access to particular 
types of material. The Commission is of 
the opinion that public proceedings of 
any type should be held on the basis of 
publicly available data and information 
wherever possible. Unless tliis is true, 
participants in the proceeding may not 
be in a position to review and evaluate 
all relevant Information, and thus to par¬ 
ticipate in such proceedings in a mean¬ 
ingful way. Accordingly, the Commis¬ 
sioner has concluded that all data and 
information submitted to the Hearing 
Clerk relating to such proceedings must 
be available for examination and copying 
by the public, with only very limited 
exceptions. 

The exceptions to the general rule for 
public disclosure of material submitted to 
the Hearing Clerk are set out in f 2,5<j) 
(2) and (3), and relate solely to data and 
information which constitute trade 
secrets or which represent a dearly un¬ 
warranted Invasion of personal privacy. 

With respect to data and Information 
involving personal privacy, the Commis¬ 
sioner has previously stated In paragraph 
127 of the preamble to the public infor¬ 
mation regulations promulgated in the 
Fedkral Register of December 24. 1974 
(39 FR 44602) that the right to privacy 
is a fundamental prlndple of law and 
ethics. Accordingly. §§4.63 and 4.82 pro¬ 
hibit discretionary release of any infor¬ 
mation that falls within Jhe personal 
privacy exemption to the Freedom of In¬ 
formation Act. That policy is fully re¬ 
flected in § 2.5(J) (3), which similarly 
prohibits public disclosure of material 
submitted to the Hearing Clerk which 
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contains data and information of a pri¬ 
vacy nature, e_g., names of medical pa¬ 
tients. Tlie Commissioner anticipates 
that the prohibition against submission 
of such materia] to the Hearing Clerk in. 
§ 2.5(c) <4> will prevent its submission. If 
it is submitted and filed, however, It will 
not be available for public disclosure. 

With respect to data and information 
which constitute trade secrets and con¬ 
fidential commercial or financial infor¬ 
mation, the agency's public information 
regulations published on December 24. 
1974 reflect detailed consideration of the 
application of the provisions of 21 U.S.C. 
331 (J) and 18 U.S.C. 1905, which need not 
be repeated here. Those regulations 
clearly distinguish between material 
which provides a competitive advantage 
because it is needed for submission to the 
Food and Drug Administration by each 
person who wishes to obtain approval for 
marketing of a particular product (safety 
and effectiveness data) and material 
which, If known to any competitor, 
could be put to use directly by that com¬ 
petitor in his business activity (manu¬ 
facturing and quality control procedures, 
production and sales data, quantitative 
and semlquantltaUve formulas, and de¬ 
sign and construction information). The 
former have an indirect competitive 
effect, and the latter have a direct com¬ 
petitive effect. Accordingly, slightly dif¬ 
ferent rules were adopted In the provi¬ 
sions of Part 4 and the regulations refer¬ 
enced therein with respect to these two 
different categories of material. 

The Commissioner has concluded that 
the same distinction should be reflected 
in the provisions of 5 2.5(J) (2) and (3) 
with respect to public disclosure of ma¬ 
terial filed with the Hearing Clerk. Data 
and information relating to safety and 
effectiveness, which of course necessarily 
reveal the protocols involved, will be 
placed on public display In the office of 
the Hearing Clerk but will not be avail¬ 
able for copying. In contrast, data and 
information relating to such trade se¬ 
crets as manufacturing processes and 
quantitative formulas will not be avail¬ 
able either for examination or for copy¬ 
ing by the public. Of course, any data and 
information which are available for pub¬ 
lic disclosure pursuant to Part 4 and the 
regulations referenced therein will be 
available for public examination and 
copying pursuant to f 2.5(J)(li and will 
not be subject to the limitations set out 
in $ 2.5(j) (2) or (3). 

Thus, the provisions in f 2.5(j)<2) re¬ 
lating to limited availability of safety 
and effectiveness information are appli¬ 
cable only to new drugs and new animal 
drugs. Safety and effectiveness data re¬ 
lating to food additives, antibiotics, and 
biologies are available for public dis¬ 
closure pursuant to the public informa¬ 
tion regulations promulgated an Decem¬ 
ber 24. 1974. 

accordance with the provisions of 
t art 4 and the regulations referenced 
uierein, a summary of secret safety and 
eUctivcncss data is Itself not secret, be- 

^ l UKe no NDA or NADA can properly be 
approved on the basis of such a sum¬ 
mary. Moreover, the public information 
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regulations promulgated on December 
24, 1974, provide that the Pood and Drug 
Administration will release, for every 
NDA or NADA, a summary of the safety 
and effectiveness data on the basis of 
which the approval was made. Accord¬ 
ingly, any hearing which concerns the 
safety or effectiveness of a new drug or 
new animal drug will permit full public 
participation, since any participant will 
be able to obtain a copy of the summary 
of all of the relevant data and informa¬ 
tion and will then be able to check that 
summary against the full reports of the 
data and Information contained in the 
office of the Hearing Clerk. 

At the same time, providing the full 
reports only in the office of the Hearing 
Clerk, and prohibiting their copying or, 
if they should be copied, subsequent sub¬ 
mission to the Food and Drug Adminis¬ 
tration in support of any petition or ap¬ 
plication, protects their commercial value 
to the maximum extent that is consistent 
witli a public hearing. The Commissioner 
notes that the trade secret status of tills 
type of data and information consists not 
In actual knowledge of the content of the 
reports, but in their availability for sub¬ 
mission to the agency to support an NDA 
or NADA. By precluding such submission, 
the commercial value of this material is 
preserved. 

The Commissioner is unaware of any 
formal evidentiary public hearing on an 
NDA or NADA conducted by the Food 
and Drug Administration since 1938 in 
which manufacturing processes and sim¬ 
ilar Information were relevant. All such 
hearings have related to issues of safety 
and effectiveness. Under the provisions 
of new Subpart B, only the relevant por¬ 
tions of the NDA or NADA are submitted 
to the Hearing Clerk, and the irrelevant 
portions do not become a part of the ad¬ 
ministrative record. Accordingly, It is 
highly probable that, in practice, ail 
participants In virtually all future hear¬ 
ings will have access to all of the data 
and Information needed for meaningful 
participation. It will only be the rare In¬ 
stance where, in order to protect valid 
trade secrets, relevant information can¬ 
not be made available to all participants. 

In order to reduce the possibility of 
damage to commercial interests, 5 2.5 
(J) (2) provides that safety and effec¬ 
tiveness data and Information which 
constitute trade secrets shall be avail¬ 
able for public examination only as long 
os is necessary for participation in a 
hearing and any subsequent Judicial 
review. 

The Commissioner notes that the pro¬ 
visions of |2.5(J)<2) represent a com¬ 
promise between the need for public 
availability of Information relevant to 
a public hearing, and the need for pro¬ 
tection of trade secrets. Greater access 
to the data and information involved is 
provided than is the situation where no 
public hearing Is hold, but less access is 
provided than for dita and Information 
which do not constitute trade secrets. 
The Commissioner concludes that this 
resolution of the matter is consistent 
with applicable statutes and is in the 
public interest. 


22953 

The Commissioner realizes that, in 
some instances, it would be a hardship 
to require that a participant in a pro¬ 
ceeding, who Is located elsewhere in the 
country, come to the Hearing Clerk’s 
office In Rockville. MD. to review data 
and information that are available for 
examination in the Hearing Clerk's of¬ 
fice but not for copying. Where this oc¬ 
curs, the Commissioner will entertain a 
petition requesting that the data and 
information involved be sent to the near¬ 
est Food and Drug Administration Dis¬ 
trict Office, where they may be ex¬ 
amined by the participant. 

The Commissioner emphasizes that 
the provisions in i 2.5fj) will be strictly 
followed. If a person submits comments 
on a regulation and marks some of the 
attachments as “confidential/’ those 
attachments will be placed on public dis¬ 
play In accordance with the provisions 
of $4 2.5(J)<1) and 4.27 without consul¬ 
tation with the person who has sub¬ 
mitted the Information. 

In some proceedings, the new regu¬ 
lations require the Food and Drug Ad¬ 
ministration to file the prior adminis¬ 
trative record, which would include the 
relevant portions of an NDA or NADA. 
In performing this function, the Food 
and Drug Administration may either re¬ 
quest that the holder of the NDA or 
NADA review and make an initial desig¬ 
nation of those portions for which full 
public access is not warranted, pursuant 
to $2.5<J> (2) or (3), after which the 
agency will make its final determination 
on the matter; or the agency may itself 
make a determination and then consult 
with the holder of the NDA or NADA on 
any close questions pursuant to the pro¬ 
visions of i 4.45. 

INITIATION or ADMINISTRATIVE 
PROCEEDINGS 2.«) 

Section 2.6 recognizes that an admin¬ 
istrative proceeding may be initiated In 
any of three ways; On the Initiative of 
an interested person outside the agency, 
on the agency's initiative, or at the re¬ 
quest of a court. 

The Supreme Court has held, in the 
four decisions it handed down on June 
18, 1973, relating to the agency's regu¬ 
lation of new drugs, that the Food and 
Drug Administration has primary Juris¬ 
diction to make the Initial admin¬ 
istrative determination on Issues within 
its statutory mandate: “A decision that 
FDA lacks authority to determine in its 
own proceedings the coverage of the Act 
it administers, subject of course to Judi¬ 
cial review, would seriously impair FDA's 
ability to discharge the responsibility 
placed on it by Congress." Ciba Corp. v. 
Weinberger. 412 U S. 640. 643 (1973». 
Accordingly, § 3.6(b) provides that the 
agency will request a court to dismiss, 
or to hold In abeyance its determination 
of. or to refer to the agency for admin¬ 
istrative determination, any Issue within 
the agency's Jurisdiction which has not 
previously been determined by the 
agency or which, if it has previously 
been so determined, the agency concludes 
should be reconsidered and subject to a 
new administrative determination. 
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crrmor petitioh if *.T) 

The Administrative Procedure Act 5 
U.8.C. 553 <d>, provides that every agency 
shall accord any Interested person the 
right to petition for the Issuance, amend¬ 
ment. or repeal of a rule. Even more 
fundamental, the First Amendment to 
the Constitution explicitly recognizes the 
right of the people to petition the gov¬ 
ernment for a redress of grievances. Ac¬ 
cordingly. 5 2.7 provides that any person 
may submit to the agency a citizen peti¬ 
tion requesting the Commissioner to 
issue, amend, or revoke a regulation or 
order to take or refrain from taking any 
other form of administrative action. 

The citizen petition is intended to cover 
every form of agency administrative 
activity, including a refusal to act. It 
may relate to factual, policy, or legal 
issues. The regulation does not set out 
all of the possible activities involved be¬ 
cause it is intended to be all-inclusive 
and any such list would necessarily be 
incomplete. It does not cover, however, 
referral of matters to United States at¬ 
torneys for enforcement action in the 
courts and related regulatory activity. 

In the past, there has been no form or 
other procedural requirements relating 
to a citizen petition. This has resulted in 
confusion and uncertain tv on the part of 
those who wish to petition the agency 
on a particular matter, as well as on the 
part of those in the agency who have re¬ 
ceived various forms of requests and 
have been unable to determine how they 
should be handled. 

Of course, the provisions of f 2.7 do 
not apply to routine correspondence. 
Where members of the public address 
letters to the Food and Drug Adminis¬ 
tration making informal requests or sug¬ 
gestions, they will be handled in the same 
way as other correspondence rather than 
as petitions under f 2.7. For example, 
anyone may send a letter to the agency 
suggesting particular action which, if the 
agency then pursues the matter on its 
own Initiative, obviates filing a petition 
pursuant to 3 2.7 Denial of an informal 
request or suggestion encompassed In 
routine correspondence mill not be suffi¬ 
cient. however, to constitute final agency 
action and to invoke the right to judicial 
review of administrative action as set 
out in | 2.11 of the new regulations. Only 
those matters specifically raised in a 
formal petition submitted pursuant to 
I 2.7 will require a formal response by 
the Commissioner which constitutes final 
agency action subject to such court re¬ 
view. 

The provisions of I 2.7 will therefore 
in no way impede the normal flow of in¬ 
formal and routine correspondence by 
the agency, on the basis of which most 
of its daily work is accomplished. Rather, 
$ 2.7 will be reserved for those specific 
matters where, perhaps after informal 
discussion and correspondence, a mem¬ 
ber of the public concludes that a formal 
proceeding should be initiated to resolve 
a particular matter. Thus, the agency 
will easily be able to distinguish between 
Informal discussion and formal petitions 


In a way that has not previously been 
possible. 

The petition must Include the action 
requested, a statement of grounds, and 
the environmental Impact. If any. of the 
action requested. In addition to Includ¬ 
ing ail data, information, and views on 
which the petition relies, it must also in¬ 
clude representative data and informa¬ 
tion known to the petitioner that are un¬ 
favorable to the petition. The Commis¬ 
sioner has found, in reviewing petitions 
submitted in the past, that adverse or 
unfavorable information is omitted and 
ignored, thus resulting in a very unbal¬ 
anced and misleading presentation. It 
is for this reason that, in recent regula¬ 
tions. tlie Commissioner has required 
submission of representative unfavor¬ 
able Information in order to provide a 
more balanced and reasonable presenta¬ 
tion. e.g„ { 328.30(0(18) relating to 
submission of data and Information on In 
vitro diagnostic products In connection 
with the development of a standard. 
Without such a requirement, a person 
submitting a petition could present only 
one side of the story and thus mislead 
both the Food and Drug Administration 
and the public as to the true situation. 
This provision Ml prevent, for example, 
a manufacturer from submitting onlv 
data showing the safety and utility of an 
ingredient or product, or a consumer ad¬ 
vocate from submitting data showing 
only the hazards from an ingredient or 
product In both instances, a balanced 
presentation, showing representative 
data on both sides of an issue, will be re¬ 
quired The failure to include such data 
and information would constitute a vi¬ 
olation of the False Reports to the Gov¬ 
ernment Act 18 U.8C. 1001. 

Any petition which appears to meet 
the requirements set out in this new 
regulation shall be filed by the Hearing 
Clerk and handled in accordance with 
the p r o v irtom of this reguiatio i. A dock¬ 
et number will be asri^ned to each pe¬ 
tition (or to related petitions) which will 
be used to Identify the administrative 
file established by the Hearing Clerk for 
all submissions relating to that petition. 

The Commissioner on occasion re¬ 
ceives petitions on which others wish to 
comment before the Commissioner takes 
action. The new regulation provides that 
such comments may be submitted to the 
Hearing Clerk and will be included as 
part of the adntintstrative file. 

The Commissioner will review and rule 
upon every petition as soon as possible, 
taking into consideration the agency re¬ 
sources. the priority assigned to the mat¬ 
ter. and Ume requirements established 
by statute. Perhaps the greatest prob¬ 
lem facing the Food and Drug Adminis¬ 
tration today is the scarcity of resources 
to deal with petitions and other similar 
requests. Quite frequently, a lack of re¬ 
sources. and the high priority necessarily 
given to health-related matters, requires 
that important but lower priority mat¬ 
ters be deferred for a substantial period 
of Ume. It is evident that not all peti¬ 
tions can be handled In a short period of 
time, simply because of the lack of re¬ 
sources available. Thus the Commission¬ 


er anticipates that, in a significant num¬ 
ber of instances, petitions with a rela¬ 
tively low priority will not be acted upon 
promptly. 

An apparent delay in responding to a 
petition may also result from the fact 
that the agency is in the process of tak¬ 
ing action of the type sought in the peti¬ 
tion. but has not reached the point of 
Implementation. To grant the relief 
sought In the petition in such Instances 
would be premature; to deny the peti¬ 
tion would constitute final administra¬ 
tive action possibly triggering the un¬ 
necessary initiation of judicial review ti¬ 
the petitioner. A delay In ruling on the 
petition is prudent In such instances 

A determination with respect to the 
priority to be assigned to any particular 
petition or other matter must of neces¬ 
sity be within the discretion of the 
Commissioner, who 18 charged with the 
responsibility for Implementing all pro¬ 
visions of the laws subject to his juris¬ 
diction. 

A petitioner may supplement or amend 
his petition at any time, and may with¬ 
draw it without agency approval at anv 
time before the Commissioner rules on 
it 

The decision of the Commissioner on a 
petition shall be in writing and shall be 
sent to the petitioner as well a* placed 
In the public administrative flic In the 
office of the Hearing Clerk. The Com¬ 
missioner has inherent discretionary 
power to set any reasonable effective date 
relating to anv decision resulting from a 
citizen petition. 

In reviewing the matter and making 
his decision, the Commissioner may, in 
his discretion, utilize any of a wide va¬ 
riety of optional procedures specified in 
the regulation. 

The record of the administrative pro¬ 
ceeding is specified in {2.7<i> of the 
regulations. Under {2.7(J>, that ad¬ 
ministrative record shall constitute the 
exclusive basis for the Commissioner’s 
decision. Accordingly, any subsequent 
Judicial review shall be based solely upon 
that administrative record and the Com- 
misrioner's decision. If the Commissioner 
or any interested person wishes to rely 
upon other data or information not in¬ 
cluded in the administrative record, the 
new information must be submitted with 
a new petition seeking to modify the de¬ 
ed rion. 

The Hearing Clerk is required to main¬ 
tain a chronological list of all petitions 
filed pursuant to this section, including 
all request^ for advisory opinions pursu¬ 
ant to I 2.19. showing the docket number, 
the date of filing, the name of the peti¬ 
tioner. and the subject matter involved 
TTils list will exclude petitions submitted 
elsewhere in the agency pursuant to 
f 2.6(a)(1) of the new regulations. Those 
other petit lorn will be listed in the li 7 * 
of regulations prepared pursuant to 
f 2.10(1) of the new regulations or in 
other lists, eg., the list of approved 
NDA’s available pursuant to { 4. 117 (b) - 
H > of the newly-promulgated public In¬ 
formation regulations published In the 
FrorvAL Rkgistkx of December 24. 1974 
(39 FR 44602). 
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ADMINISTRATIVE RECONSIDERATION OF 
ACTION <| 2.8) 

Section 2.8(a) recognizes the inherent 
right of any administrative official to 
reopen and reconsider any matter, at 
any time, on his own initiative or on the 
petition of any interested person, for any 
reason whatever. This principle has long 
been recognized by the courts. See. e.g.. 
United 8tates v. Pierce Auto Freight 
Lines, Inc., 327 US. 515, 534-535 (1840 ; 
Interstate Commerce Comm'n. v. Jersey 
City. 322 U S. 503. 517-518 (1944); Amer¬ 
ican Chain & Cable Co. v. F.T.C., 142 F. 
2d 909. 911 (4th Cir. 1944); and Cta 
Mexicana De Gas v. Federal Power 
Comm’n., 167 F. 2d 804, 806-807 (5th Cir. 
1918). 

Section 2.8(b) contains a specific form 
for use by any interested person who 
wishes to request reconsideration by the 
Commissioner of any part or all of a de¬ 
cision rendered on the basis of a petition 
submitted pursuant to 4 2.6(a), ic.. 
either in the form specified in 12.7(b) 
or In a form specified in any other appli¬ 
cable section in Food and Drug Admin¬ 
istration regulations. A petition for re¬ 
consideration must be limited to the 
administrative record on which the 
Commissioner made his decision, and 
must be filed within 30 days after the 
date of the decision involved and before 
legal action is brought in the courts to 
review such action. A petition for recon¬ 
sideration submitted later than 30 days 
after the date of decision shall be denied 
as untimely. The Commissioner con¬ 
cludes that a strict time limit of 30 days 
must be established for such a petition, 
as well as for a petition for an adminis¬ 
trative stay of action pursuant to 12.9, 
tn order to make certain that such mat- 
tens are settled promptly. Although filing 
such petitions does not operate to delay 
any administrative action, the uncer¬ 
tainty that would be generated by per¬ 
mitting such petitions at any point in 
time would undermine effective imple¬ 
mentation of the act. 

A petition for reconsideration is 
limited to those situations Involving re¬ 
consideration of a matter arising out of 
a petition submitted pursuant to f 2.6(a) 
of the regulations. The Commissioner 
concludes that, although he may, and 
in many instances will, reconsider other 
matters on his own initiative or at the 
request of an interested person, a formal 
petition for reconsideration should be 
limited to those situations In which a 
well-defined administrative record de¬ 
lineates the data and information on 
which a decision Is reached, and where 
the decision is in writing. In the future, 
this will cover all matters where inter¬ 
ested persons have formally requested 
action of the Commissioner, since all 
such formal requests must be the subject 
petition filed pursuant to 4 2.6(a)* 
Formal reconsideration of any other ac¬ 
tion must be initiated in the form of a 
Petition pursuant to f 2.7, so that an ap¬ 
propriate administrative record can be 
delineated and considered. This proce¬ 
dure will be utilized, for example, where 
Ule Commissioner takes action on his 
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own Initiative rather than pursuant to a 
petition, and thus the formal administra¬ 
tive record of the type specified In f 2.7 
is not yet designated and ready for re¬ 
consideration. 

The Commissioner has broad discre¬ 
tion in determining whether he should 
reconsider a matter as a result of a peti¬ 
tion for reconsideration. If he concludes 
that a matter should be reconsidered, he 
must promptly review the merits of the 
matter and reaffirm, modify, or overrule 
his prior decision. His decision on recon¬ 
sideration. like his initial decision, shall 
be made In writing, sent to the petitioner, 
and filed with the Hearing Clerk. In the 
event that reconsideration is undertaken, 
all pertinent records will become part of 
the administrative record of the proceed¬ 
ing. 

ADMINISTRATIVE STAY O V ACTION <4 2.0) 

Section 2.9(a) recognizes the inherent 
authority of an administrative official to 
set and to stay or postpone the effective 
date of any administrative action on his 
own initiative, or on the petition of any 
interested person, for good cause. See, 
e g., 5 U.8.C. 705 and N.L K B. v. Pool 
Mfg. Co.. 339 U.S. 557. 580-582 (I960); 
Moog Industries, Inc. v. Federal Trade 
Comm’n., 355 US. 411 (1948); Niagara 
Mohawk Power Corp. v. Federal Power 
Comm'n.. 379 F.2d 163, 158-159 (D C. Cir. 
1967): 1 Davis, Administrative Law 

Treatise 4 6.07 (1958 ed ). 

In contrast to the provisions govern¬ 
ing reconsideration of action, which are 
limited to matters arising from petitions 
submitted pursuant to 4 2.6(a), 4 2.9(b) 
provides that an administrative stay of 
action may be requested with respect to 
any decision of the Commissioner. 8uch 
request for stay must be in the form 
specified in the regulations, and shall be 
submitted within 30 days after the date 
of the decision involved. For any deci¬ 
sion published In the Federal Register, 
the date of decision shall be the date of 
such publication. A request for postpone¬ 
ment or extension of the effective date of 
any regulation shall be made by submit¬ 
ting a petition for a stay pursuant to 
this regulation. The record of the ad¬ 
ministrative proceeding with respect to 
any requested stay shall become part of 
the total administrative proceeding re¬ 
lating to that matter. 

For the same reasons that court en¬ 
forcement action has been excluded 
from the definition of administrative ac¬ 
tion and tli us cannot be the proper sub¬ 
ject of a petition, it is also not a proper 
subject of a petition for an administra¬ 
tive stay of action. 

The regulations point out that the 
mere filing of a petition for a stay of ac¬ 
tion pursuant to this section does not, 
in Itself, operate to stay or otherwise de¬ 
lay any administrative action by the 
Commissioner, Including enforcement 
action of any kind, unless the Commis¬ 
sioner. in his discretion, determines that 
a stay or delay is In the public interest, 
or a statutory provision requires a 
stay, or a court orders a stay. Similarly, 
other procedural actions taken by an In¬ 
terested person In accordance with the 
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new regulations, e.g., the filing of a peti¬ 
tion or a request for advisory opinion or 
any other related action, does not stay or 
delay any administrative action to which 
it may relate. The Commissioner is 
charged with enforcement of important 
regulatory statutes vitally affecting 
the public health, and a determination 
as to when enforcement or other admin¬ 
istrative action Ls appropriate must be 
subject to his discretionary determina¬ 
tion, subject of course to judicial review. 

The Commissioner may grant a stay 
or an extension of time for as short or 
as long a period of time as is justified un¬ 
der the circumstances. Such a stay may 
be for a specific time period, which can 
later be extended, or for an Indefinite 
time period. 

The Commissioner advises that adop¬ 
tion of a regulation itself constitutes a 
finding by the Commissioner that the 
regulation is in the public interest, and 
requires a substantial showing to justify 
a stay. 

PROMULGATION OF REGULATIONS FOR THE 

EFFICIENT ENFORCEMENT OF THE LAW 

(4 2 . 10 ) 

The Commissioner’s general authority 
under section 701(a) of the Federal Food, 
Drug, and Cosmetic Act to promulgate 
regulations for the efficient enforcement 
of the act permits the establishment of 
any regulations which are “reasonably 
related to die purposes of the enabUng 
legislation.” See Mourning v. Family 
Publications Services, Inc., 411 U.S. 356, 
369 (1973), and Thorpe v. Housing Au¬ 
thority of the City of Durham. 393 U.S. 
268. 280-281 (1969). All such regulations 
are subject to the procedural require¬ 
ments and exemptions for informal rule 
making set out in the Administrative 
Procedure Act, 5 U.S.C. 553. 

In addition to the general rule mak¬ 
ing authority under section 701(a) of 
the act. section 701(e) and certain other 
sections of the act specify particular 
provisions of the law with respect to 
which Congress concluded that more de¬ 
tailed and formal procedural require¬ 
ments should be established. Those par¬ 
ticular provisions, which are specified 
in 4 2.12(c) (1) through (15) of the new 
regulations, require rule making "on a 
record" and thus arc subject to a formal 
evidentiary public hearing pursuant to 
the requirements of 5 UB.C. 556 and 557. 
as spelled out in the provisions contained 
in Subpart B of Part 2 of the new regu¬ 
lations. The provisions of 4 2.10 there¬ 
fore apply only to regulations not 
subject to the provisions of 4 2.12 ex¬ 
cept insofar as 4 2.12 and Subpart B 
Incorporate by reference some of the 
general requirements of 4 2.10. 

8ection 2.10(b) spells out the proce¬ 
dure for the promulgation of regulations 
to implement the laws administered by 
the Commissioner. 

Each notice of proposed rule making 
must contain in the first or second para¬ 
graph a general statement describing the 
substance of the document in broad and 
simple terms, similar to the first para¬ 
graph of this notice promulgating these 
new regulations. The Commissioner has 
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received numerous requests that the 
agency include such a paragraph in all 
notices so that it can be reproduced and 
used by Interested publications to de¬ 
scribe. In terms readily understood by the 
public, the scope and intended impact of 
the proposal. 

Each proposed regulation mill also con¬ 
tain a proposed effective date. Most pro¬ 
posals published in the past have not 
specified the proposed effective date, and 
thus interested persons who have sub¬ 
mitted comments have not had an op¬ 
portunity to express their views on this 
aspect of the matter. 

Ordinarily. 60 days will be provided for 
comment on a proposal, although the 
Commissioner may reduce or extend this 
time period for good cause. Approxi¬ 
mately 3 years ago. the normal period for 
comment was extended from 30 days to 
60 days in order to provide sufficient time 
for comment on most proposals, and to 
avoid the constant requests for additional 
time for comment that were then preva¬ 
lent. Unfortunately, the Commissioner 
has found that many people do not take 
the stated time for comment seriously, 
and Instead wait until the last minute 
before beginning work on their submis¬ 
sion. with the belief that any request for 
extension will usually be granted. In the 
future, therefore, the Commissioner in¬ 
tends to deny requests for time extension 
without an extremely persuasive showing 
of good cause. Extensions of time to com¬ 
ment will not routinely or ordinarily be 
granted. 

Two types of time extension may be 
utilized, where justified. First, a short pe¬ 
riod of time, of less than 30 days, may be 
granted to one or more persons by letter 
or memorandum filed with the nearing 
Clerk without the necessity of a published 
notice In the Federal Register. Second, 
any extension of time for comment of 
30 days or longer shah be the subject of 
a notice published In the Federal Regis¬ 
ter and shall be applicable to all Inter¬ 
ested persons. 

Ordinarily, in accordance with I 2.5. 
all comments must be submitted to the 
Hearing Clerk in quintuplicaie. The Com¬ 
missioner recognizes, however, that this 
would be a burden upon individual mem¬ 
bers of the public who usually submit 
comments by letter, without enclosing 
any copies. Accordingly, individuals need 
submit only one copy of their comments. 

Any Interested person may of course 
petition for the establishment of a regu¬ 
lation In accordance with | 2.6(a). In the 
past, there have been no explicit criteria 
for determining when the Commissioner 
will issue a proposal to be published in 
the Federal Register on the petition of 
an Interested person The new regulation 
spells out the criteria for making this 
discretionary determination. 

The Commissioner inay, in his discre¬ 
tion. issue for publication two or more 
alternative proposals on the same subject 
to obtain comment on the different alter¬ 
natives. Where the Commissioner does 
not have sufficient information to make 
a determination whether a proposal 
should be published, he may instead issue 
a notice stating that the petition has 
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been filed and requesting additional com¬ 
ment and information to determine 
whether a proposal is justified. 

After the time for comment on a pro¬ 
posed regulation has expired, the Com¬ 
missioner shall review the comments and 
terminate the proceeding, issue a new 
proposal, or promulgate a final regula¬ 
tion. Once again, the time within which 
this can be accomplished will be deter¬ 
mined according to the priority of the 
matter in relation to other matters pend¬ 
ing before the agency and the resources 
available to the agency for this type of 
work at that moment. No specific time 
period can be established with respect 
to this process because of the uncertain¬ 
ties involved. 

The new regulations point out that the 
Commissioner's decision must be baaed 
on the entire administrative record, and 
that the quality and persuasiveness of 
the comments, rather than the number 
or length of comments, shall determine 
the Commissioner s conclusions on them. 
In the past, many persons have errone¬ 
ously believed that the number of com¬ 
ments is in some way relevant to the 
Commissioner’s decision. As a result, on 
several occasions the Commissioner has 
been flooded with thousands of form let¬ 
ters. each making the identical point, and 
often in identical words. The Commis¬ 
sioner advises that such repetitive com¬ 
ments are given no more weight than a 
single comment, and indeed that a single 
well-reasoned comment, reiving upon 
sound data and information, will be given 
far greater weight than a large number 
of form letters which simply support or 
oppose a proposal in conclusory terms. 

The Commissioner notes that agency 
experience shows that most comments 
filed In response to a proposal oppose the 
proposal in whole or in part. Indeed, in 
many instances all comments will oppose 
the proposal. This is true because per¬ 
sons opposing a proposal are far more 
likely to respond to the invitation for 
comment than are persons who support 
it. It is therefore apparent that the num¬ 
ber of comments supporting or opposing 
a proposal must be regarded as imma¬ 
terial to the Commissioner's ultimate 
decision. 

Under the Administrative Procedure 
Act. 5 U.S.C. 706, the final regulation will 
be upheld by a court unless it is found. 
In light of the administrative record 
before the Commissioner at the time he 
made his decision, to be arbitrary, ca¬ 
pricious. an abuse of discretion, or other¬ 
wise not in accordance with law. 
Accordingly, the Commissioner’s deter¬ 
mination with respect to the final regu¬ 
lation must rest upon all of the informa¬ 
tion in the administrative record, 
including both the data and information 
submitted with the comments and the 
data and information identified by the 
Commissioner as relevant to the matter. 
It is this administrative record, and only 
this record, on which the Commissioner 
makes his decision. 

The Administrative Procedure Act. 5 
U-S.C. 553(c). requires that the agency 
incorporate In each regulation It promul¬ 
gates M a concise general statement" of 


the basis and purpose of the regulation 
The courts have held that, although the 
agency is not required to develop spe¬ 
cific and detailed findings and conclu¬ 
sions of the kind customarily associated 
with formal proceedings, it does require a 
sufficiently reasoned articulation of the 
administrative decision to permit mean¬ 
ingful judicial review. See. e g., Federal 
Trade Comm'n. v. Sperry & Hutchinson 
Co.. 405 U 8 233. 245-250 0972); Se¬ 
curities L Exchange Comm’n. v. Chenery 
Corp., 318 U.S. 80. 87-95 <1943>: Na¬ 
tional Nutritional Foods Axs’n. v. Wein¬ 
berger, F.2d (2d Clr. 1975>: Consumer* 
Union v. Consumer Product 8afcty 
Comm’n.. 491 F.2d 810. 812 (2d Cir 
1974): Kcnnecott Copper Corp. v. Envi¬ 
ronmental Protection Agency. 462 F.2d 
846. 850 (D.C. Cir. 1972); Environmentu! 
Defense Fund v. RuckcUhaus. 439 F.2d 
584. 597-598 (D C. Cir. 19711: and Auto¬ 
motive Parts & Accessories Ass*n. v. Boyd, 
407 F.2d 330, 338 (D.C. Cir. 1968). The 
new regulations therefore require that 
the preamble to the final regulation sum¬ 
marize each type of comment received, 
state the Commissioner's conclusions 
with respect to It. and contain a thorough 
and comprehensible articulation for the 
Commissioner's decision on each Issue 
so raised. 

The Administrative Procedure Act, 5 
UB.C. 553 (b>. provides that regulations 
that are interpretive, or that relate to 
agency practices and procedures, may be 
published as final regulations without 
time for comment. Nevertheless, a a a 
matter of policy, the Commissioner has 
concluded that ordinarily such regula¬ 
tions will be published with time for 
comment before they are adopted, with 
the exceptions discussed below. Thus, 
they will be handled in the same way as 
any other regulations. This Is in accord¬ 
ance with recent recommendations of 
the Administrative Conference of the 
United States, and codifies the practice 
of the Commissioner for the past three 
yearx. 

On occasion, the Commissioner Issues 
for publication in the Federal Recisti r 
informational notices of interest to the 
regulated Industry or the public, state¬ 
ments of legal interpretation, and mat' 
ters involving agency organization and 
delegation* of authority. In accordance 
with the Administrative Procedure Act. 
these will be published without time for 
comment, since they are intended solely 
for informational purposes and are not 
the type of material on which public 
comment is relevant. 

In accordance with the provisions of 
the Administrative Procedure Act. 5 
U8.C. 553<b), the Commissioner may 
dispense with the requirements of notice 
and public procedure when he deter¬ 
mines for good cause that they are Im¬ 
practicable. unnecessary, or contrary to 
the public interest. It is pursuant to this 
provision that the Commissioner hw 
concluded that the notice promulgatinc 
these regulations should be Issued ns a 
final order rather than as a proposal. 
However, the new regulations provide 
that, whenever this procedure is used, 
the notice promulgating the regulation 
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must provide oil opportunity for sub¬ 
mission of comments to determine 
whether the regulation should subse¬ 
quently be modified or repealed. This is. 
of course, the procedure being followed 
In the promulgation of these new regu¬ 
lations. and codifies current practice. 

This procedure assures both that reg¬ 
ulations can be promulgated In Anal 
form where that Is essential, and that 
even under those circumstances the 
policy of the Administrative Procedure 
Act and these new regulations of pro¬ 
viding time for public comment will 
nonetheless be implemented. Moreover, 
in the event that a court should deter¬ 
mine Uiat the regulation must first be 
published for comment, this defect will 
already have been cured by explicitly 
inviting comments and. by expediting 
consideration of those comments, the 
agency will be in a position to assure 
prompt promulgation of a final regula¬ 
tion. 

The requirement that n regulation first 
be published as a proposal for comment 
is also inapplicable to food additive and 
color additive petitions and to new ani¬ 
mal drug regulations. Pood additive and 
color additive petitions are subject to a 
notice of filing rather than to a proposal. 
as provided in sections 409(b)(5) and 
706(d)(1) of the act. and new animal 
drug regulations are promulgated by no¬ 
tice pursuant to section 512(i> of the act. 

The regulations provide for a number 
of alternative optional procedures that 
the Commissioner may. in his discretion, 
use in reviewing any proposed or final 
regulations. All of these procedures have 
been used by the agency on occasion in 
the past, and this provision simply recog¬ 
nises current practice. 

The regulations specify the data aiKi 
information which are included in the 
record of the administrative proceed¬ 
ing. and on which the Commissioner 
must base his decision and any review¬ 
ing court must base its review. Any in¬ 
terested person who subsequently re¬ 
quests that new Information be consid¬ 
ered by the Commissioner shall submit 
U with a new petition to modify the final 
regulation. 

The Hearing Clerk is required to 
maintain a chronological list of all regu¬ 
lations proposed and promulgated pur¬ 
suant to the provisions of this section 
and of S 2.12, which deals with regula¬ 
tions promulgated after an opportunity 
for a formal evidentiary hearing. The 
list must show the docket number, the 
name of the petitioner, if any, and the 
subject matter involved. This list will 
exclude those regulations resulting from 
petitions filed and assigned a docket 
number pursuant to 1 2.7. which will ap¬ 
pear separately on the list of petitions 
required to be maintained pursuant to 
$ 2,7(1) of the regulations. 

Thus. 5 2.10 of the new regulation sets 
out & comprehensive procedure for is¬ 
suance of the vast majority of the regu¬ 
lations promulgated by the Pood and 
Drug Administration. For the most part, 
it simply codifies and unifies current 
practice. In the future, all employees of 
w agency and all interested persons 
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outside the agency will have available 
a consistent and fair procedure, in writ¬ 
ing. for handling these matters. 

COURT REVIEW OF FINAL ADMINISTRATIVE 

action; exhaustion of ADMINISTRATIVE 

REMEDIES (| 2.11) 

Once the Commissioner has promul¬ 
gated a final regulation pursuant to 
9 2.10. it is subject to judicial review in 
accordance with the Administrative Pro¬ 
cedure Act, 5 U.S.C. 701 et seq.. and. in 
many instances, the Declaratory Judg¬ 
ment Act. 28 U.8.C 2201. All other forms 
of final administrative action taken by 
the Commissioner are also subject to 
court review in this way, except for those 
that arc solely within the Commissioner's 
discretion. Section 2.11 establishes the 
practices and procedures governing such 
judicial review of most actions. Actions 
subject to the provisions of 4 2.12 and 
Subpart B of Part 2 are, however, gov¬ 
erned by the provisions in Subpart B and 
not by 4 2.11. since unique statutory re¬ 
quirements apply to them. 

As already noted. 9 2.7 establishes a 
procedure by which any interested per¬ 
son may formally request action from 
the Commissioner. Accordingly. 9 2.11(b) 
provides that this administrative proce¬ 
dure must be exhausted before any per¬ 
son may properly seek relief in court 
with respect to a particular matter. If any 
person files suit in court before exhaust¬ 
ing his administrative remedies, the 
Commissioner will object to such court 
action and request Its dismissal or refer¬ 
ral to the agency on the grounds of & 
failure to exhaust administrative reme¬ 
dies. the lack of final agency action, and 
the lack of an actual controversy. 

An existing Food and Drug Admin¬ 
istration regulation is subject to judicial 
review under the Administrative Proce¬ 
dure Act, 5 US.C. 701 et seq.. at any time 
by any Interested person. If the regula¬ 
tion was promulgated some years ago. 
however, any person who concludes to 
challenge its legality may wish first to 
petition the Commissioner pursuant to 
9 2.7 to amend or revoke the regulation. 
The Commissioner’s decision on that 
petition, as well as the regulation Itself, 
would then be subject to judicial review 
in accordance with 9 2.11. 

A request that the Commissioner stay 
any form of administrative action must 
first be directed to the Commissioner In 
accordance with the provisions of 4 2.9 
before any request is made that a court 
stay such action. Pursuant to 9 2 9 (b) 
and (f), such administrative relief must 
be requested within 30 days after the 
action Involved is taken. If no such re¬ 
quest is made within 30 days, any right 
to request such relief shall be deemed to 
have been waived, and the Commissioner 
will object to any subsequent request for 
a judicial stay on the ground of a failure 
to exhaust administrative remedies. 

The Commissioner recognizes the right 
of any interested person to seek judi¬ 
cial review’ of any final agency admin¬ 
istrative action. In accordance with Ab¬ 
bott Laboratories v. Gardner. 387 UiJ. 
136 (1967). Once a final agency decision 
has been made, it is the policy of the 
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Food and Drug Administration not to 
interpose technical objections, such ns a 
lack of standing, to the right of any in¬ 
terested person to seek court review. Of 
course a decision of the Commissioner to 
institute or not to Institute civil or 
criminal enforcement action in the courts 
on a particular matter Is not subject to 
judicial review because it Is committed 
by the law solely to his discretion. 

The matters handled by the Food find 
Drug Administration, governing the 
safety, effectiveness, functionality, and 
labeling of consumer products that repre- 
5ent over 25 percent of the consumer dol¬ 
lar spent dally in this country, vitally 
and directly affect the Interests of every 
citizen Accordingly, applying the stand¬ 
ards established in Sierra Club v. Mor¬ 
ton. 405 US. 727 (1972>. the Commis¬ 
sioner concludes that every citizen has 
standing in the courts to contest any 
action of the agency, and that no objec¬ 
tion relating to such standing will be in¬ 
terposed by the agency in such cases. The 
Commissioner has followed this policy for 
the past 3 years. 

The Commissioner has concluded that 
current judicial decisions require any 
court review of final administrative ac¬ 
tion taken by the Food and Drug Admin¬ 
istration to be based solely on the ad¬ 
ministrative record of the proceeding 
identified in these regulations, on the 
basis of which the Commissioner made 
his decision. No additional dsta. infor¬ 
mation. or views may properly be pre¬ 
sented to a reviewing court without first 
presenting them to the Commissioner by 
a petition pursuant to 9 2.6(a), with a 
request that the action be modified or 
revoked on the basis of such new Infor¬ 
mation. In short, both the Commissioner 
and any other person who is interested 
in any matter pending before the Food 
and Drug Administration are obligated 
to submit and identify all relevant data 
and Information at the administrative 
stage of the proceeding. It is improper 
for either to wait until the matter is 
pending before the courts and then to 
identify new information, or to present 
new arguments, to support a position. 
See e g.. Camp v. Pitts, 411 U.8. 138 
(1973), Citizens to Preserve Overton 
Park. Inc. v. Volpe, 401 U.8 402. 419- 
420 (1971, and Bradley v. Weinberger, 
483 F.2d 410, 414-415 (1st Cir. 1973). 

Accordingly, all cases involving review 
of Food and Drug Administration action 
in the future should properly be decided 
solely on motions to dismiss or for sum¬ 
mary judgment A trial de novo or the 
submission of additional written or oral 
testimony or other evidence would not be 
proper. Pursuant to recent court deci¬ 
sions. it is apparent that judicial review 
of administrative action pursuant to the 
Administrative Procedure Act must pro¬ 
ceed on the basis solely of the adminis¬ 
trative record involved in the decision in 
the same way that administrative review 
of action taken after a formal evidenti¬ 
ary public hearing proceeds on the basis 
of the established administrative record. 
New information cannot be introduced a* 
the judicial level, only at the administra¬ 
tive level. 
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The Commissioner recognizes that, on 
occasion, the administrative record re¬ 
lating to a particular matter may be 
found, upon judicial review, to be unclear 
or incomplete. Under these circum¬ 
stances, tiie Commissioner will request 
that the court remand the matter for 
further administrative proceedings, prior 
to a Anal judicial ruling on the matter. 
See, e g., Securities it Exchange Comm'n. 
v. Chenery Corp.. 318 UB. 80. 93-04 
(1943). The Commissioner believes that 
this procedure is preferable to a court 
decision based on an inadequate record, 
after which the Pood and Drug Adminis¬ 
tration could in any event reopen the 
matter at the administrative level and 
correct the deficiencies in the adminis¬ 
trative record, thereby requiring further 
Judicial review on the basis of the new 
record. 

Similarly, on occasion the adminis¬ 
trative record relating to a particular 
matter may be found, upon judicial re¬ 
view. to be dear and complete, but the 
court may require further elucidation of 
the rationale for the administrative ac¬ 
tion Under these circumstances, the 
Commissioner may either request that 
such further explanation be provided In 
writing directly to the court without fur¬ 
ther administrative proceedings, or that 
the matter be remanded to the agency 
for further administrative proceedings 
in order to provide the requested expla¬ 
nation. This choice will depend upon the 
facts of the specific situation. In neither 
event, however, would it be necessary or 
proper for a court to conduct its own 
evidentiary hearing on the matter. #, A 
failure of the agency adequately to ex¬ 
plain its actions is not a warrant to the 
district court to conduct de novo edi- 
dentlary hearing,** but rather Justifies a 
remand to the agency for a more com¬ 
plete articulation of its reasoning or a 
court hearing limited to that purpose. 
See, e.g.. National Nutritional Foods 
Ass n. v. Weinberger, — F. 2d — (2d Cir. 
1075>. 

Depending upon the nature of the spe¬ 
cific matter involved, it may well be ap¬ 
propriate for a regulation or other ad¬ 
ministrative action to remain in effect 
pending remand to the agency or further 
court proceedings under these circum¬ 
stances. Where this is in the public in¬ 
terest, the Commissioner will request 
that the court not stay the matter pend¬ 
ing such remand. See, eg.. Twin City 
Milk Producers Ass’n. v. McNutt, 122 F. 
2d 564. 568 (8th Cir. 1041 >. 

The Commissioner concludes that the 
requirement that his decision, and subse¬ 
quent court review, be based solely on 
the administrative record will in no way 
diminish Justifiable reliance upon the ex¬ 
perience and expertise of the agency with 
respect to the matters involved. The Fed¬ 
eral Trade Commission has for many 
years exercised its expertise in similar 
matters through written opinions, and 
reviewing courts have properly deferred 
to such expertise where it has been exor¬ 
cised in a reasonable manner and articu¬ 
lated through the written opinion. The 
requirement that a decision be based 
upon the record does not mean that such 
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expertise and judgment must in some 
way be encapsulated in documentary evi¬ 
dence or “proved** as a •‘fact,** but simply 
that it be referred to and explained in 
the comprehensive written statement of 
the basis for the Commissioner's decision 
on a particular matter, so that it Is a 
matter of record. For example, the courts 
have uniformly deferred to the expertise 
of the Federal Trade Commission in de¬ 
termining that advertising is misleading 
to the public without the need for specific 
evidence that particular persons have 
been so misled, and the Commissioner 
anticipates that the expertise, experience, 
and judgment of the Food and Drug 
Administration In such matters would be 
similarly recognized. 8ee, eg., United 
States v. An Article of Drug . . . Bacto- 
Unldisk, 304 U.8. 784, 791-792 (1969) 
and Federal Trade Comm'n. v. Colgate- 
Palmolive Co., 380 UB. 374, 384-392 
(1965). 

Thus, S2.ll establishes a consistent 
administrative policy with respect to 
judicial review. First, it strongly encour¬ 
ages any person who believes that the 
agency is acting improperly to partici¬ 
pate in the proceeding at the administra¬ 
tive level, and to advance all information 
and arguments at that point rather 
than wait until the matter has proceeded 
to the courts. Second. It requires the 
Food and Drug Administration to iden¬ 
tify the data and Information on which 
it bases a decision, and to articulate the 
reasons for that decision. Third, it en¬ 
courages any person who believes that 
the agency has acted improperly to seek 
Judicial review, and guarantees that the 
Food and Drug Administration will not 
interpose technical procedural issues but 
rather will meet the substantive issue on 
its merits. Fourth, it guarantees to the 
courts that there will be a specific and 
designated administrative record and a 
thorough explanation of the decision on 
the basis of which an informed judicial 
review can be conducted, and guaran¬ 
tees to the Commissioner that the court 
in conducting Us review wiU consider 
only the data and information reviewed 
by the Commissioner rather than new 
information which the Commissioner has 
had no opportunity to review. In the 
opinion of the Commissioner, this pro¬ 
cedure establishes an extremely fair and 
reasonable method of proceeding for all 
Interested persons. 

The Commissioner is aware of the pos¬ 
sibility of a multiplicity of suits In vari¬ 
ous Jurisdictions challenging a particular 
matter. The Supreme Court pointed out 
in Abbott Laboratories v. Gardner. 387 
US. 136,154-155 (1967), that: 

• • • the court* arc well equipped lo deal 
with such eventualities. The venue transfer 
provision. 23 D8.C. I 1404(a), may be In¬ 
voked by the Government to consolidate sep¬ 
arate actions. Or, act Ions in all but one Juris¬ 
diction might be stayed pending the conclu¬ 
sion of one proceeding. • • • A oourt may 
oven in Ua discretion dismiss a declaratory 
Judgment or injunctive suit IX the same 
issue is pending in litigation elsewhere. • • • 
In at least one suit for a declaratory Judg¬ 
ment, relief arms denied with the suggestion 
that the plaintiff intervene In a pending ac¬ 
tion elsewhere • • • 


Further, the declaratory Judgment and in¬ 
junctive remedies are equitable In nature, 
and other equitable defenses may be Inter¬ 
posed. If a multiplicity of suits are under¬ 
taken In order to harass the Government or 
to delay enforcement, relief can be denied 
on this ground alone. • • • The defense of 
laches could be asserted If the Government 
Is prejudiced by a delay. • • • And courts may 
even refuse declaratory relief for the non¬ 
joinder of interested parties who are not, 
technically speaking, indispensable. 

Accordingly, If suit is brought in more 
than one jurisdiction on the same mat¬ 
ter, the Commissioner will recommend 
one or more of the procedural mechan¬ 
isms suggested by the Supreme Court to 
deal with the matter. 

PROMULGATION OF REGULATIONS AND ORDERS 

AFTER AN OPPORTUNITY FOR A FORMAL EVI¬ 
DENTIARY PUBLIC HEARING <9 2.12) 

In contrast to the regulations issued 
under section 701(a) of the act and 5 
U.S.C. 553. some regulations and orders 
are designated in the act as requiring an 
opportunity for development “on the 
record/* i.e.. for a formal evidentiary 
trial-type public hearing conducted in 
accordance with the Administrative Pro¬ 
cedure Act, 5 U.8.C. 556 and 557. In en¬ 
acting the present act. Congress desig¬ 
nated a limited number of provisions sub¬ 
ject to this formal requirement. Section 
2.12(c) (1) through (18) specifics those 
provisions of the law, some of which are 
listed in section 701(e) of the act and 
others of which are designated elsewhere 
in the act or other laws, and provides that 
they are subject to the special provisions 
established in Subpart B of Part 2. Those 
proceedings designated in 9 2.12(c) <I) 
through (16) relate to rule making 
Those designated In 9 2.12(c) (16) 

through (18) relate to adjudication. The 
different procedures applicable to each 
category are set out in Subpart B. 

The Commissioner has carefully con¬ 
sidered whether the wording of section 
701(e) of the act and the related provi¬ 
sions In the other sections of the act 
listed in 9 2.12(c) require development 
of a formal record pursuant to the Ad¬ 
ministrative Procedure Act, 5 UB.C. 556 
and 557. This matter has never direct¬ 
ly been adjudicated in the courts. In a 
recent decision, however, the Supreme 
Court used section 701(e) of the act as 
an example of a statutory provision 
which requires a hearing “on the record” 
and thus a formal evidentiary public 
hearing. See United States v. Florida 
East Coast Railway Co.. 410 UB. 224. 
237-238 (1973). Although this was dic¬ 
tum, and not a holding, the Commis¬ 
sioner concludes that It represents the 
Supreme Court's current thinking on the 
matter and thus should be followed with¬ 
out further litigation. Accordingly, the 
regulations require an opportunity for a 
formal evidentiary public hearing for all 
regulations and orders listed in section 
701(e) and related provisions of the act 
and the Fair Packaging and Labeling 
Act. 

A similar question arises with respect 
to the biological licensing provisions con¬ 
tained in section 351(a) of the Public 
Health 8crvice Act. 42 U.8.C. 362(a). 
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This legal issue has never become a mat¬ 
ter of contention, and has never been 
addressed by the courts. The provisions 
of 5 UB.C. 558 relating to licensing do 
not change the requirement in 5 U.8.C. 
554(a) that a formal evidentiary public 
bearing pursuant to 5 UJS.C. 556 and 557 
is required only where the applicable 
statute specifically provides for an op¬ 
portunity for a hearing “on the record/' 
See. e.g.. Lincoln Transit Co. v. United 
States. 256 P. Supp. 980. 993-994 (S.D. 
N.Y. 1966). Section 351(a) of the Public 
Health Service Act dors not require a 
hearing “on the record.'* Nevertheless, 
the Commissioner concludes that an op* 
porUinlty for a formal evidentiary public 
hearing should be available with respect 
to the licensing of biologies to the same 
extent that it Is available for non-blo- 
loglcal drugs, i.c.. new drugs and anti¬ 
biotics. Section 310.4 presently exempts 
biological drugs licensed pursuant to 
section 351(a) from the new drug re¬ 
quirements of section 505 of the act In 
promulgating the review procedures for 
determining the safety, effectiveness, 
and proper labeling of biological drugs 
in 3 601.25 of the regulations, however, 
the Commissioner announced in the 
Federal Rkgistfr of August 18. 1972 (37 
FR 16679) that this exemption would be 
superseded and revoked as the results of 
the biologies review become available. 
Accordingly, upon completion of the bio¬ 
logies review. 3 310.4 will be totally re¬ 
voked. and all biologies will be subject 
to the new drug provisions of the act as 
well as to the licensing requirements of 
section 351(a) of the Public Health Serv¬ 
ice Act Tills means that the same pro¬ 
cedural requirements will be applicable 
to biologies as arc applicable to other 
new drugs. Including nn opportunity for 
a formal evidentiary public hearing. If 
these procedures arc to be changed, as 
the Commissioner and the Administra¬ 
tive Conference of the United States be¬ 
lieve they should, this Is properly done 
by Congress. Accordingly, the new regu¬ 
lations provide that denial or revocation 
of a license pursuant to section 351 <a> 
of the Public Health Service Act shall be 
subject to an opportunity for a formal 
evidentiary public hearing. 

In contrast to the licensing provisions 
of section 351(a) of the Public Health 
Service Act. the standards authorized by 
section 351(d) are properly issued in reg¬ 
ulations promulgated pursuant to the 
general rule making provisions of the 
Administrative Procedure Act. 5 UB.C. 
553, because they are not required to be 
based “on the record." and thus are sub¬ 
ject to the general rule making provi¬ 
sions In 3 2.10 rather than to the formal 
evidentiary hearing provisions in 3 2.12 
and Subpart B. The same is true of per¬ 
formance standards for electronic prod¬ 
ucts promulgated pursuant to section 358 
of the Public Health 8erv!ce Act. 42 
U.S.C. 263f. for which a hearing “on 
the record" also is not required by the 
statute. See United States v. Allegheny- 
Ludlum Steel Corp., 406 U.S. 742. 756- 
W 0972). 
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SEPARATION OF FUNCTIONS: EX PARTE 
COMMUNICATIONS (3 2.13) 

In the Federal Register of March 24. 
1972 <37 FR 6107). the Commissioner 
Issued a proposed regulation to revise 
former I 2.104. dealing with separation 
of functions and ex parte communica¬ 
tions before and during formal eviden¬ 
tiary public hearings. Former I 2.104 is 
revoked and repl iced by these new regu¬ 
lations. The preamble to that proposal 
stated that, although present law does 
not require separation of functions in 
formal rule making proceedings and does 
not prohibit ex parte communications 
during formal hearings of any kind, as 
long as they are made a matter of rec¬ 
ord. the Commivloner liad concluded 
that strict separation of functions and 
an outright prohibition of ex parte com¬ 
munications should be adopted in both 
formal rule making and adjudication 
proceedings to avoid even the appearance 
of unfairness. 

Two comments were received on this 
proposal, one from a law student and the 
other from a trade association. The law* 
student generally favored the proposal, 
although he enclosed an excerpt from 
Davis. Administrative Law Text, sec. 
13.05 U972). which strongly opposes 
formal hearings or separation of func¬ 
tions with regard to any Food and Drug 
Administration rule mnking. The trade 
association also generally approved the 
thrust of the proposal, although it sug¬ 
gested a number of clarifying changes 
and requested republication for further 
comment. The Commissioner concluded 
to defer final action on this proposal un¬ 
til a complete revision of all of the agen¬ 
cy's procedural regulations could be un¬ 
dertaken. 

Under the proposal, separation of 
functions would have occurred as of the 
moment of publication of a regulation or 
order on which there Is an opportunity 
for a formal evidentiary public hearing. 
In the intervening 3 years, the Com¬ 
missioner has as a matter of policy Im¬ 
posed separation of functions In the fol¬ 
lowing way. 

With respect to all rule making except 
the revocation of antibiotic monographs, 
separation of functions has been imposed 
as of the date of publication of a notice 
of hearing, rather than as of the date of 
publication of the final regulation which 
preceded the notice of hearing. This lias 
allowed customary negotiations and at¬ 
tempts at settlement after the regulation 
is published and requests for hearing are 
made, and before It is Anally concluded 
that a hearing must be held. Once it is 
determined that a hearing is necessary, 
and a notice of hearing has been pub¬ 
lished. strict separation of functions has 
been imposed. 

With respect to all adjudication and 
revocation of antibiotic monographs, the 
Commissioner lias imposed separation of 
functions as of the date of publication 
of the notice of opportunity for hearing 
or, in the case of an antibiotic mono¬ 
graph. the date of the request for hear¬ 
ing. This approach to separation of func¬ 
tions was promulgated in the Federal 
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Register of March 13.1974 <3 9 FR 9750), 
for new drugs and antibiotics. It is 
adopted by cross-reference for biologies 
In these new regulations and will be 
adopted for new animal drugs in pro¬ 
posed amendments to 3 514.200 to be 
published in the Federal Register in the 
near future. 

The Commissioner con ludes that the 
practice developed during the past 3 
years should be adopted in new 3 2.13. Tt 
has worked effectively and efficiently. It 
has assured all parties to a rule maktnc 
proceeding that, once it is determined 
that a formal evidentiary public hear¬ 
ing must be held, all reasonable steps 
will be taken to make certain that no 
party to the proceedings Improperly or 
unduly Influences either the presiding 
officer or the Commissioner. It has sim¬ 
ilarly assured all parties to an adjudica¬ 
tion (and to the related proceeding for 
revocation of an antibiotic monograph) 
that, once a formal evidentiary public 
hearing is requested, both the decision 
about whether a matter Ls properly sub¬ 
ject to summary judgment or requires a 
hearing, and the decision resulting from 
any hearing, wil? be Independently con¬ 
sidered and resolved by the office of the 
Commissioner without ex parte com¬ 
munications from the bureau. 

Accordingly. 3 2.13 provides that, in 
any matter which Is subject by statute to 
an opportunity for a formal evidentiary 
public hearing, the rules on separation 
of functions and ex parte communica¬ 
tions become operable for rule making 
(except antibiotic monographs) as of the 
date of publication in the Federal 
Register of the notice of hearing, and 
for adjudication and antibiotic mono¬ 
graphs at the time of the notice of op¬ 
portunity for hearing and request for 
hearing. After that time, for either a rule 
making or an adjudication proceeding, 
the bureau of the Food and Drug Ad¬ 
ministration which Is a party to the 
proceeding and the other parties to the 
proceeding are precluded from ex parte 
communications or any other form of 
participation with the presiding officer 
or Ihe Commissioner, except In the way 
that all parties openly participate in the 
proceeding. Under the regulations gov¬ 
erning adjudicatory proceedings such as 
withdrawal of approval of an NDA. the 
bureau involved in the matter submits to 
the office of the Commissioner a pro¬ 
posed final order granting or denying a 
hearing, without making this document 
available to the NDA holder or others, 
but there may be no ex parte communi¬ 
cations between the bureau and the office 
of the Commissioner about that matter. 
In the event that ex parte communica¬ 
tions do take place, they must be the sub¬ 
ject of a written memorandum, and any 
person involved In such communications 
shall be made available for appropriate 
cross-examination and rebuttal testi¬ 
mony. 

REFERRAL BY COURT (3 2.14) 

As a result of the Food and Drug Ad¬ 
ministration’s primary jurisdiction over 
tlie matters within its statutory man¬ 
date. any Federal, State, or local court 
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may hold In abeyance, or refer to the 
Commissioner, any matter for an Initial 
administrative determination. In such 
circumstances, the Commissioner shall 
promptly agree or decline to accept any 
such referral. The Commissioner will 
make every reasonable effort to accept 
such referrals and to institute proceed¬ 
ings to determine the matters so referred, 
but must reserve the right to decline a re¬ 
ferral in light of other agency priorities 
and the resources available to the agency. 
In handling such a matter, the Com¬ 
missioner may, in his discretion, utilize 
any of the various procedures established 
in the new regulations. 

The Commissioner encourages the ju¬ 
diciary to utilize the provisions of this 
new section. Referral of complex and 
technical issues falling within the ju¬ 
risdiction of the Pood and Drug Adminis¬ 
tration to the agency for an initial ad¬ 
ministrative determination will promote 
consistent and fair interpretation and 
application of the law. See Weinberger v. 
Hynson. Westcott and Dunning, Inc., 412 
U.S. 609. 624, 627 (1973). Ctba Corp. v. 
Weinberger, 412 U.S. 640, 643-644 (1973), 
Weinberger v. Bcntex Pharmaceuticals, 
Inc., 412 U6. 645, 652-654 (1973); Na¬ 
tional Ethical Pharmaceutical Ass'n. v. 
Weinberger. 365 P. Supp. 735 (DJ5.C. 
1973), ail'd. per curiam. 503 F. 2d 1051 
(4th Cir. 1974); Purdue Frederick Co. v. 
Acme United Corp., Ruling on Reference 
to Food and Drug Administration, Civ. 
No. N-74-115 (D. Conn, January 30, 
1975). 

MEETINGS AND CORRESPONDENCE if 2.15) 

In addition to formal proceedings, such 
as public hearings, the Commissioner 
recognizes that informal procedures are 
properly utilized to handle administra¬ 
tive determinations. Indeed, without 
them, the entire administrative process 
would bog down in stifling formality. 

Such informal procedures include 
meetings and correspondence. Section 
2.15 of the new regulations sets out the 
rules governing use of these procedures. 

Section 2.15(b) relates to the use of 
an open public meeting to discuss any 
matter pending before the agency. Pub¬ 
lic notice of any such meeting shall be 
given through the agency's public calen¬ 
dar, and may. depending upon the time 
involved, also be published in the Fed¬ 
eral Register. Any interested person 
may attend and participate although no 
transcript and recording is required, one 
may be taken and in any event a written 
summary shall be prepared and retained 
in any relevant administrative file. 

The Commissioner notes that this pro¬ 
cedure has usefully been employed in the 
recent past on a number of occasions. 
Sec. eg., the notices on microwave ovens 
published in the Federal Register of De¬ 
cember 5, 1973 <38 FR 33510), on digoxln 
published In the Federal Register of 
March 8. 1974 i39 FR 9219). and on high 
intensity mercury vapor discharge lamps 
published in the Federal Register of 
January 29. 1975 (40 FR 4328). Such 
meetings are to be conducted Informally, 
very much like a town meeting, and are 
not to be structured. Unlike a public 
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hearing before the Commissioner, as es¬ 
tablished in Subpart E of Part 2 of the 
new regulations, there is no fixed order 
in which persons may participate nor 
any advance notice required of those who 
intend to attend and participate. The 
Commissioner anticipates increased use 
of these public meetings to explore pend¬ 
ing matters in the future. 

Under 12.15(c), any meeting between 
an employee of the Food and Drug Ad¬ 
ministration and any person outside the 
Department of Health, Education, and 
Welfare relating to a pending case or 
other regulatory action or decision must 
be recorded in a written memorandum, 
and filed in the administrative file on the 
matter, unless it involves only a brief de¬ 
scription of the matter provided for in¬ 
formational purposes. This assures that 
an adequate administrative record will 
be maintained of all contacts outside the 
Department on any regulatory matter, to 
avoid the possibility or appearance of 
improper influence. 

Thus, if a person in another govern¬ 
ment agency outside the Department, or 
in Congress, were to telephone any per¬ 
son in the Food and Drug Administration 
to make any suggestion about a pending 
regulatory decision, a memorandum will 
be prepared summarizing the discussion. 
Other meetings with persons within the 
Federal government, however, which do 
not involved pending regulatory matter, 
arc not subject to this requirement. 
Preparation of memoranda of meetings 
with representatives of Congress are sub¬ 
ject to additional rules established in 
paragraph <g) of 4 2.15. discussed below. 

Section 2.15(d) deals with any private 
meeting between a person and a repre¬ 
sentative of the Food and Drug Admin¬ 
istration in the agency offices. The Com¬ 
missioner concludes that Is a fundamen¬ 
tal right of every citizen to meet with 
his government in private. The Federal 
government is created by the people, and 
absent explicit statutory authority the 
government has no right to Impose upon 
any citizen who requests an opportunity 
for a private meeting with a representa¬ 
tive of the government a requirement 
that others outside of the government 
be present. Accordingly. 5 2.15(d)(1) 
provides that neither the Food and Drug 
Administration nor any other person may 
require the attendance of any person who 
is not a Federal government employee or 
consultant without the agreement of the 
person requesting such a private meet¬ 
ing. 

At the same time, by statute, the Food 
and Drug Administration is responsible 
for matters that affect all members of 
the public. Accordingly, whenever a pri¬ 
vate meeting involves a matter covered 
by paragraph (c) or any other Important 
matter, a decision on an issue, or state¬ 
ments or advice or conclusions to which 
future reference may be required as part 
of the administrative record, a written 
memorandum summarizing the sub¬ 
stance of any private meeting shall be 
prepared by a representative of the 
agency. This will make certain that any 
matter which should be documented as 
port of the public record Is in fact so 


recorded. The availability of such mem¬ 
oranda for public disclosure is deter¬ 
mined by the provisions of the agency's 
public Information regulations In Part 4 
and the regulations referenced therein. 
The Commissioner believes that this will 
adequately protect the public interest, 
without Infringing upon the citizen's 
right to a private meeting. 

Somewhat different rules apply where 
the Food and Drug Administration is 
requested to send a representative to a 
meeting to be held outside agency offices. 
The Commissioner recognizes that agen¬ 
cy employees have a responsibility to 
meet with all segments of the public in 
order to promote the objectives of the 
act and the agency. Accordingly, 5 2.15 
(e) states that, where an agency repre¬ 
sentative is invited to attend an outside 
meeting, he may do so where he con¬ 
cludes that it is in the public interest 
and will promote the objectives of the 
act and the agency. He may, of course, 
request that such meeting be an open 
meeting when he concludes that this 
would be in the public interest. He may 
agree or decline to participate in any 
such meeting which is held a« a private 
meeting, depending upon which action 
he concludes will best serve the public 
interest. In no event, however, may an 
agency representative knowingly par¬ 
ticipate In any meeting which is closed 
on the basis of sex. race, or religion. All 
outside meetings are subject to the re¬ 
quirements relating to preparation of 
memoranda summarizing the substance 
of the meeting. 

In addition to meetings initiated by 
outside persons. Food and Drug Admin¬ 
istration representatives may also initi¬ 
ate meetings with any person. Any such 
meetings with one or two people, e.g . 
relating to a pending petition, may be 
held as a private meeting. Any such 
meeting with a large number of people, 
however, shall be held as an open public 
meeting pursuant to 5 2.15(b), and thus 
shall be publicly announced so that any 
]>crson may attend and participate. 
Again, all such meetings are subject to 
tiie rules for preparation of a memoran¬ 
dum summarizing the substance of the 
matter, whether they ore private or open. 

The Commissioner recognizes that the 
content of summaries of oral discussions, 
whether by telephone or in person, may 
differ depending upon the person who 
prepares the summary. Accordingly, 
5 2.15(g) provides that, in addition to 
the agency summary, any outside person 
participating in such a meeting may pre¬ 
pare and submit to the agency for inclu¬ 
sion In the administrative record his own 
written memorandum recording the sub¬ 
stance of the meeting. Pursuant to 5 4.104 
(c) of the public information regulations, 
this summary will be released along with 
the agency summary whenever public re¬ 
quest Is made for them. 

All memoranda of meetings and cor¬ 
respondence shall be filed In any appro¬ 
priate public administrative file and 
made a part of the administrative rec¬ 
ord of the relevant proceeding. 

Any meeting between a Food and Drug 
Administration employee and a repre- 
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sentatlve of Congress, e.g„ a committee 
staff member, relating to any pending or 
potential Investigation, inquiry, or hear¬ 
ing shall be recorded in a written memo¬ 
randum which shall be forwarded to the 
agency's Office of Legislative Services. 
This provision does not restrict the tight 
of any agency employee to participate in 
any such meeting, but guarantees that 
the agency will be aware of any congres¬ 
sional concern about agency activities 
and tints be in a position to respond in 
an adequate way. 

r OCUMEHTATtOW Of SIGNIFICANT DECISIONS 
IN ADMINISTRATIVE FILES <§ 2.1S> 

Section 2.16 requires all Pood and Drug 
Administration employees to document, 
in an appropriate manner, every signifi¬ 
cant agency decision. 

The agency employees responsible for 
handling any matter are responsible for 
assuring that the agency has a complete 
administrative file on It. The file shall 
contain Appropriate documentation, in¬ 
cluding the recommendations and de¬ 
cisions of responsible employees. It must 
reveal any significant controversies or 
differences of opinion and their resolu¬ 
tion. Any agency employee working on a 
matter shall have the opportunity to 
record his views on that matter, for in¬ 
clusion In the file. Once a written, signed, 
and dated memorandum is placed in the 
file, it may not be altered, added to. or 
removed. Rather than permit changes to 
be made in a document by & person other 
than the person who prepared that docu¬ 
ment. such changes will be reflected by 
preparing a new memorandum. This will 
provide a complete record of the develop¬ 
ment of the matter within the agency. 

Memoranda and other documents pre¬ 
pared by agenev employees not contained 
In the administrative file shall have no 
status or effect. Thus, the Hie will contain 
all pertinent material and will represent 
the definitive record of the administra¬ 
tive handling of the matter. 

Memoranda placed in the administra¬ 
tive flic shall relate to the issues under 
consideration, and shall be sent to other 
appropriate agency employees. Such 
memoranda shall avoid defamatory lan¬ 
guage, intemperate remarks, undocu¬ 
mented charges, or irrelevant matters, 
e g , personnel complaints. To the extent 
that a memorandum records the views of 
any agency employee in addition to the 
author, it must be furnished to such 
other employee who will, pursuant to the 
new regulations, have an opportunity to 
respond In any way that they believe 
appropriate. 

Ail agency employees working on a 
matter shall have access to the adminis¬ 
trative flic* on that matter, as appropri¬ 
ate for the conduct of their work. Rea¬ 
sonable restrictions may be placed upon 
access by employees to such files in order 
to make certain that the files do not 
become dismantled, lost, or unavailable 
to others who need them for their work. 

The Commissioner concludes that 
these rules guarantee full participation 
°f all agency employees in the matters 
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on which they are working and adequate 
documentation of the manner in which, 
and the reasons for which, decisions are 
made within the agency, without at the 
same time entangling the agency In end¬ 
less red tape and producing pointless 
paperwork. 

INTERNAL AGENCY REVIEW OF DECISIONS 
(5 2.17) 

Many Pood and Drug Administration 
decisions vitally affect interested persons 
and groups outside the agency. Inquiries 
are constantly received, throughout the 
agency, from individual consumers, man¬ 
ufacturers. and affected professionals, as 
well as organisations representing these 
interests. Few people outside the agency 
understand where their questions and 
complaints should be directed. 

Section 2.17 of the new regulations 
provides for an orderly process of ad¬ 
ministrative review of decisions within 
the agency, and thus advises those out¬ 
side the agency of how they should pur¬ 
sue matters which interest and concern 
them. Any decision of an agency em¬ 
ployee is subject to review by that em¬ 
ployee's supervisor at the request of the 
employee himself, on the initiative of the 
supervisor, at the request of any Inter¬ 
ested person outside the agency, or as 
required by duly promulgated delega¬ 
tions of authority. Such review ordinar¬ 
ily follows the established agency chan¬ 
nels of supervision or review for the spe¬ 
cific matter involved. Where a person 
outside the agency requests Internal 
agency review of any decision, it shall be 
done only through established agency 
channels. Review shall take place to re¬ 
solve issues, to review policy matters. In 
unusual situations requiring immediate 
review in the public interest, and as re¬ 
quired by the delegations of authority. 

Thus, where a matter has not yet been 
reviewed by a bureau director, any re¬ 
quest from outside the agency that he 
review it would be denied until the mat¬ 
ter was first reviewed at lower levels. 
Similarly, any request for intervention 
or review by the office of the Commis¬ 
sioner would be denied until the matter 
had been fully considered within the 
bureau and forwarded to the office of the 
Commissioner. It is. of course, entirely 
within the Commissioner’s discretion to 
grant or deny a request to review any 
matter. 

Any internal agency review of a deci¬ 
sion must be based solely upon the data 
and Information available in the ad¬ 
ministrative file. If any interested person 
presents new data or information not 
previously considered, the matter will be 
returned to the appropriate lower level 
within the agency for a reevaluation be¬ 
fore it is again subjected to internal 
review at a higher level. Thus, bureau di¬ 
rectors and the office of the Commis¬ 
sioner act in basically the same way as 
a reviewing court. Division personnel can 
be assured that higher agency officials 
will not Intervene before a matter is fully 
considered at the lower level, and will not 
review any issue on the basis of Informa¬ 
tion not available at that level. 
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DISSEMINATION OF DRAFT FEDERAL REGISTER 
NOTICES AND REGULATIONS <5 2.1R) 

Until relatively recently, there has been 
no Pood and Drug Administration policy 
or regulations governing the dissemina¬ 
tion of draft Federal Register notices 
and regulations. As a result, such docu¬ 
ments have at times been given to some 
persons and not to others, in a way that 
raised public concern about agency ac¬ 
tivities. 

Section 2.18 codifies the policy that 
has been followed by the Food and Drug 
Administration on this matter during the 
past 2 years. 

The Food and Drug Administration 
welcomes assistance from anyone in de¬ 
veloping its policy and regulations. Gen¬ 
eral concepts may be discussed by agency 
employees with any interested person. 
Details of a document, or a draft of a 
document, may not be furnished to any 
interested person outside the Executive 
Branch of the Federal Government un¬ 
less and until it is made available to all 
interested persons by a notice published 
in the Federal Register. Sec. o.g.. the 
notices with respect to the availability 
of the GMP regulations for low-acid 
canned foods published In the Federal 
Register of November 14, 1972 (37 FR 
24117), and the various regulations for 
shellfish control published in the Federal 
Register of December 13, 1973 (38 FR 
34353) and January 14. 1975 (40 FR 
2607). 

In some Instances, detailed discussion 
of a draft document is necessary for 
proper development of administrative 
policy. This is especially true where a 
specific industry which Is the subject of 
a particular regulation has detailed tech¬ 
nical knowledge not otherwise available 
to the Food and Drug Administration, 
and which is critical in developing an 
effective regulation. Where this occurs, 
the draft document will be made avail¬ 
able to all Interested persons through an 
announcement in the Federal Register, 
and any other appropriate protective 
procedures will be undertaken to make 
sure that a full and impartial adminis¬ 
trative record is established. Thus, pub¬ 
lic regulations will not be negotiated In 
private. 

In certain limited instances, it has long 
been agency policy that a draft of a final 
regulation relating to a particular ingre¬ 
dient or product, e.g., a regulation relat¬ 
ing to a food additive, new animal drug, 
or antibiotic drug, may be furnished to 
the petitioner for comment on the tech¬ 
nical accuracy of such regulation. The 
new regulations continue this long¬ 
standing practice. In these situations, 
where only technical accuracy rather 
than any policy Issue is involved, publica¬ 
tion of the availability of the draft regu¬ 
lation In the Federal Register is unnec¬ 
essary in order to protect the public 
Interest. 

The provisions of the Radiation Con¬ 
trol for Health and Safety Act of 1968. 
42 U.8.C. 263f. explicitly require the Com¬ 
missioner to consult with interested per¬ 
sons in the development of performance 
standards. Accordingly, the Comm Is - 
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sioncr will publish in the Federal Regis¬ 
ter an announcement that a perform¬ 
ance standard is being considered, and 
thereafter a draft of a proposed or final 
performance standard, including any 
amendment thereof, shall be furnished to 
any Interested person upon request and 
may be discussed by agency employees 
in detail with any interested person at 
any time through final consideration of 
such a document. 

All such documents will be continu¬ 
ously available to the public after publi¬ 
cation of the notice in the Federal Regis¬ 
ter, and It will therefore be unnecessary 
to publish in the Federal Register a 
specific notice of the availability of each 
draft of the document. 

The regulations recognize that the re¬ 
strictions on discussion and disclosure of 
draft Federal Register notices and regu¬ 
lations established in this paragraph do 
not apply to those situations In which 
Internal agency documents are properly 
disclosed under If 4 83 through 4 89 of 
the agency's public information regula¬ 
tions. Such situations include disclosure 
to consultants, other Federal depart¬ 
ments and agencies. Congress, State and 
local government officials, and foreign 
government officials, as well as disclosure 
required by court order and in adminis¬ 
trative or court proceedings. Thus. It Is 
entirely proper to provide a draft regula¬ 
tion to an advisory committee without 
making it publicly available to all in¬ 
terested persons. If It should become 
available to some members of the general 
public, however, the agency would make 
It available for public disclosure to all 
Interested persons pursuant to f 4 21, as 
was done with a draft of revised drug 
OMP regulations by a notice published in 
the Federal Register of March 19, 1975 
(40 FR 12535). 

ADVISORY OPINIONS (| 2.10) 

Throughout Its history, the Food and 
Drug Adm i n istration has Issued advisory 
opinions in various forms. Early advisory 
opinions, between 1938 and 1946, were is¬ 
sued as trade correspondence CTO's). 
More recently, advisory opinions have 
been oodified in the agency's Compliance 
Policy Guides manual, which is available 
from the Public Records and Documents 
Center. In other documents designated 
as "advisory opinions." and in preambles 
to Federal Register documents. The new 
regulations recognize the continuing 
status of these prior documents os advi¬ 
sory opinions except to the extent that 
they are revoked. Some of these advisory 
opinions, particularly those in the form 
of trade correspondence, have been re¬ 
voked. e g., the notice published In the 
Federal Register of May 20, 1969 (34 FR 
7922). 

Prior Food and Drug Administration 
policy has not distinguished between for¬ 
mal advisory opinions and informal oral 
advice and correspondence. As a result, 
confusion and uncertainty has been en¬ 
gendered both within the agency and 
outside as to whether opinions expressed 
in correspondence or orally carry the 
weight of the agency or only of the in¬ 
dividual agency employee Involved. 


Absent specific regulations to the con¬ 
trary. the statements of a government 
employee do not bind the government. 
See, eg., Bcntex Pharmaceuticals, Inc. v. 
Richardson. 463 FJ>d 363. 368 n.17 (4th 
Clr. 1972), rev'd on other grounds, 412 
U.8. 645 (1973>: UdaU v. Oelschlaeger, 
389 F.2d 974, 977 <D.C. Clr. 1968), cert, 
denied, 392 U.8. 909 (1968): AMP Inc. v. 
Gardner. 275 F. Supp. 410, 412 n.l 
(SD.N.Y. 1967), affd, 389 F.2d 825 (2d 
Clr. 1968); and United States v. 354 Bulk 
Cartons , . . Trim Reduclng-Ald Cigar¬ 
ettes, 178 F. Supp. 847, 853-854 (D.N.J. 
1959). Accordingly, because of the lack 
of any agency regulations on this matter, 
none of the correspondence or oral ad¬ 
vice previously issued by the agency has 
had any binding legal effect. 

In many Instances, Important agency 
correspondence relating to the legal 
status of ingredients and products has 
not been compiled or reviewed in any 
comprehensive or systematic way, with 
the result that few in the agency have 
known about the existence of such corre¬ 
spondence nor has the fact that such 
correspondence has no legal status been 
understood by the public For this reason, 
on recent occasions the agency has been 
forced to issue regulations formally with¬ 
drawing prior opinion letters relating to 
the food additive and new drug status of 
products. See 21 CFR 121.11 and 310.100. 

The Commissioner concludes that the 
present uncertainty should be resolved by 
adoption of regulations that clearly and 
explicitly recognize the difference be¬ 
tween the Informal opinion of an in¬ 
dividual in the agency, which represents 
his best information and advice, and the 
formal opinion of the agency, which rep¬ 
resents a position of the Food and Drug 
Administration that is binding and com¬ 
mits the agency to the views expressed 
until they are formally modified or re¬ 
voked. Section 2.19 of the new regula¬ 
tions establishes such a system. 

Under f 2,19. a request for a formal ad¬ 
visory opinion shall be made pursuant to 
a specified form. The resulting advisory 
opinion must be followed by the agency 
until it is amended or revoked. Amend¬ 
ment or revocation of an advisory 
opinion is required to be made with the 
same degree of public dissemination as 
adoption of the original advisory opinion, 
or by publishing notice of such revoca¬ 
tion in the Federal Register, which by 
statute constitutes adequate public 
notice. See 44 UB.C. 1508; North Ameri¬ 
can Pharmacol. Inc. v Department of 
HEW. 491 F.2d 546 (8th Clr. 1973). An 
advisory opinion must, however, be ex¬ 
plicitly revoked, and is not revoked by 
implication as a result of publication of 
other advisory opinions or regulations. 

The Commissioner advises that a re¬ 
quest for an advisory opinion will be 
granted whenever feasible. The fact that 
a course of action Is already being fol¬ 
lowed by the person requesting the ad¬ 
visory opinion, or that an investigation 
or regulatory action is already pending 
with respect to the matter, shall not 
operate to preclude an advisory opinion. 

On the other hand, the Commissioner 
recognizes that there arc some circum¬ 


stances where an advLsory opinion Is not 
feasible. For example, where there is in¬ 
sufficient information dn which to base 
an informed opinion, e g., further inves¬ 
tigation is necessary before such opinion 
could be given, or where the subject mat¬ 
ter Is so complex that any opinion would 
be too qualified and indefinite to be help¬ 
ful, a request for an advisory opinion 
may be denied. An advisory opinion will 
ordinarily concern policy matters or is¬ 
sues of broad applicability. Thus, ad¬ 
visory opinions ordinarily will not be 
given with respect to a particular prod¬ 
uct or label, unless a policy issue of broad 
applicability is involved. Similarly, a re¬ 
quest for an advisory opinion on the le¬ 
gality of a product marketed by a com¬ 
petitor, or on any similar matter, will 
also ordinarily be denied, although the 
Food and Drug Administration will in¬ 
vestigate complaints about the legality 
of products or practices when filed by 
any Interested person. 

All statements or advice given by a 
Food and Drug Administration employ¬ 
ee orally or In writing, but which do not 
constitute an advisory opinion, represent 
Informal communications that contain 
the best information and opinion avail¬ 
able to that employee at that Ume. but 
do not have the same binding effect as 
an advisory opinion. Accordingly, such 
informal communications in no way ob¬ 
ligate or commit the agency to the views 
expressed. 

On occasion, the Food and Drug Ad¬ 
ministration receives oral or written re¬ 
quests which require resolution of im¬ 
portant issues that have broad applica¬ 
bility. but which do not specifically re¬ 
quest an advisory opinion. In the future, 
the Commissioner may. In his discretion, 
handle such inquiries as a request for 
an advisory opinion in order to provide 
a definitive agency position on the mat¬ 
ter and to give it wide dissemination. 

Ordinarily, an advisory opinion will 
commit the Food and Drug Administra¬ 
tion to the position stated in the opinion, 
until It is amended or revoked. In un¬ 
usual situations involving an immediate 
and significant danger to health, how¬ 
ever. the Commissioner may take appro¬ 
priate civil enforcement action contrary 
to an advisory opinion prior to amend¬ 
ing or revoking it Thus, although an ad¬ 
visory opinion will in virtually all in¬ 
stances be binding upon the agency until 
amended or revoked, the regulations pro¬ 
vide for sufficient flexibility to permit 
Immediate action where essential to pub¬ 
lic protection. 

The Commissioner has carefully con¬ 
sidered whether advisory opinions should 
be published in the Federal Register. In 
view of the potentially large number of 
advisory opinions and the resources that 
would be necessary to accomplish this, 
the Commissioner has concluded that it 
is not feasible. Such advisory opiniory 1 
may be compiled as part of the agency's 
Compliance Policy Guides manual, or in 
a separate compilation of advisory opin¬ 
ions. The substance of these advisory 
opinions will undoubtedly be dissemi¬ 
nated widely by the agency, trade as¬ 
sociations. and the trade press. 
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On© particular Issue has frequently 
arisen within the Food and Drug Ad¬ 
ministration within the past few years. 
Companies often request the agency for 
.so-called ' certificates of free sale/' l.e., 
a statement from the Food and Drug Ad¬ 
ministration that a particular ingredi¬ 
ent or product may lawfully be sold in 
tills country. Such "certificates" are of¬ 
ten required by foreign governments be¬ 
fore a product may be imported into that 
country. 

In the opinion of the Commissioner, 
an unrestricted '‘certificate'’ of this kind 
cannot be given because the Food and 
Drug Administration cannot guarantee 
the legality of any particular product at 
all times. Nor is a formal advisory 
opinion appropriate, since it Involves 
a particular product and the agency's 
resources are insufficient to provide 
this service for all products. The 
agency will, however, provide an in¬ 
formal letter stating specific infor¬ 
mation with respect to a product. e.g.. 
that It is the subject of an approved 
NDA or food additive regulation, or that 
the agency does not presently object to 
the products labeling. If sufficient in¬ 
formation has been submitted to make 
such a determination and if there are 
sufficient agency resources to provide 
this service. Such "certificates’’ will thus 
not constitute a formal advisory opinion 
on the status of a product, but will pro¬ 
vide informal written views which state 
the current views of the agency employee 
who signs the letter. 

rOOD AND DRUG ADMINISTRATION REGULA¬ 
TIONS. GUIDELINES, RECOMMENDATIONS, 

AND AGREEMENTS ($ 2.20) 

The Commissioner is aware that there 
is uncertainty about the status of some 
of the various types of documents 
adopted by the Food and Drug Adminis¬ 
tration. In general, these documents fall 
into the following four categories: Regu¬ 
lations. guidelines, recommendations, 
and agreements. The Commissioner has 
concluded that I 2.20 should be promul¬ 
gated to clarify the status and legal ef¬ 
fect of these different types of 
documents. 

Section 2.20(a) provides that all 
agency regulations having general ap-, 
plicability and legal effect shall be pro¬ 
mulgated In the Federal Register pur¬ 
suant to 9 2.10 or f 2.12. This is in 
accordance with the requirements of the 
Administrative Procedure Act and cur¬ 
rent case law. Any document, other than 
a statute, which the Food and Drug Ad¬ 
ministration intends to enforce as a 
legal requirement, shall be published as 
ft regulation In the Federal Register. 

Of course, the agency is not required 
to Issue regulations implementing the 
law before it takes legal action to en¬ 
force specific statutory provisions 
against persons or products In violation 
or the law. Thus, the agency may seise 
a food product containing a poisonous 
or deleterious substance, or a new drug 
which is being marketed Illegally with¬ 
out an approved NDA, regardless 
whether it has first Issued a regulation 
aesiguaUng that substance as poisonous 
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or deleterious or that drug as a new 
drug. On the other hand, if the agency 
chooses to bring such action, it may not 
rely upon any guidelines it may have is¬ 
sued as establishing substantive legal 
requirements. 

In addition to provisions which will be 
enforced as legal requirements, regula¬ 
tions may contain provisions which are 
intended only as guidelines and recom¬ 
mendations. The specific language of 
each provision in a regulation states its 
intended application. For example, pro¬ 
visions which state that a person "shall" 
take certain action establish a legal re¬ 
quirement. whereas provisions which 
state that a person "should" or "may" 
take certain action establish guidelines 
and recommendations which are not 
legal requirements. Thus, the fact that 
a provision is published In the Federal 
Register as a regulation is not deter¬ 
minative of whether it establishes a legal 
requirement or guidelines and recom¬ 
mendations. 

Section 2.20(b) governs the establish¬ 
ment and use of Food and Drug Admin¬ 
istration guidelines, which are not pub¬ 
lished in the Federal Register as regu¬ 
lations. The Commissioner recognizes 
that such guidelines, which do not have 
the legal status of regulations, are in¬ 
creasingly important in providing assist¬ 
ance both to the regulated industry and 
to agency employees who arc charged 
with consistent and fair administration 
of the law. In many instances, such 
guidelines are available on an informal 
basis before comparable regulations can 
be promulgated. For example, the Com¬ 
missioner may wish to issue guidelines 
for acceptable premarket substantiation 
for safety of cosmetics, as required by 
8 740.10(a), published in the Federal 
Register of March 3. 1975 (40 FR 8912), 
In order to obtain experience with such 
guidelines before publishing them in a 
proposed regulation. Moreover, not all 
guidelines are appropriate for publica¬ 
tion in the Federal Register as regula¬ 
tions. Some ore Intended as no more 
than informal suggestions. Others are 
so voluminous and complex as not to be 
appropriate for Federal Register dis¬ 
semination. Still others are subject to 
such frequent change as to make their 
publication for comment virtually impos¬ 
sible. Under these circumstances, the de¬ 
velopment and use of guidelines that rep¬ 
resent acceptable conduct from the 
standpoint of the agency, but which are 
not published In the form of regulations, 
are imperative for efficient administra¬ 
tive implementation of the law. 

As the use of guidelines in the agency 
has Increased, their methods of develop¬ 
ment, their availability, notice of any 
changes, and an opportunity to partici¬ 
pate in their development and modifica¬ 
tion. have become more Important. These 
new regulations will regularize these 
matters, and in the judgment of the 
Commissioner will provide for adequate 
notice and opportunity to participate for 
all interested persons. 

Section 2.20(b) (1) defines "guidelines" 
broadly to include all technical or policy 
criteria relating to any matter subject 


2296.7 

to the jurisdiction of the Commissioner. 
Guidelines state procedures or standards 
of general applicability which are not 
legal requirements but which which are 
acceptable to the agency with respect to 
a particular subject matter. Although 
analytical methods arc clearly guide¬ 
lines. they are excepted from the provi¬ 
sions of this regulation because of their 
large number, their length and complex¬ 
ity. and the volume and frequency of 
amendments involved. Such analytical 
methods are. of course, available for pub¬ 
lic disclosure pursuant to the public In¬ 
formation regulations contained or 
cross-referenced in 21 CFR Part 4. 

Although a person may rely upon an 
agency guideline with assurance that it 
Is acceptable to the Food and Drug Ad¬ 
ministration, he is also free to use any 
different procedure or standard even 
though it is not provided for In a guide¬ 
line. When a person chooses to differ 
from a guideline, he may, but is not re¬ 
quired to. discuss the matter further with 
the agency to prevent the expenditure of 
money and effort on work that may later 
be determined to be unacceptable. The 
Commissioner is concerned that innova¬ 
tion not be stifled by the adoption of 
guidelines. Nor docs the Commissioner 
believe that, in all Instances, a person 
who deviates from a guideline should feel 
obligated to consult with the agency first. 
Where such consultation is requested, 
however, the agency is obligated to pro¬ 
vide the best answer available to it at 
that moment. 

The Commissioner emphasizes that 
following a testing guideline does not In 
any way guarantee that the ingredient 
or product so tested will receive agency 
approval. Approval must depend, of 
course, upon all of the available informa¬ 
tion relating to the matter. The results 
may Indicate that the Ingredient or prod¬ 
uct should be disapproved, or that addi¬ 
tional testing must be undertaken. 
Similarly, poor quality testing will not 
be acceptable even if the protocol com¬ 
plies with a guideline. 

Guidelines will be issued by filing them 
In the public file established by the Hear¬ 
ing Clerk for this purpose, and publish¬ 
ing a notice of availability of the guide¬ 
line in the Federal Register. Amend¬ 
ments to a guideline shall be issued in 
the name way. Any Interested person 
may, of course, petition the agency pur¬ 
suant to 8 2.7 to issue a guideline relating 
to any matter. 

When a guideline Is amended or re¬ 
voked. just as where an advisory opinion 
is amended or revoked, the question will 
inevitably arise as to whether work un¬ 
dertaken or completed in good faith re¬ 
liance on the prior version of the guide¬ 
line will remain acceptable to the Food 
and Drug Administration. The Commis¬ 
sioner has concluded that such work 
should remain acceptable unless substan¬ 
tial public Interest considerations pre¬ 
clude continued acceptance. This deter¬ 
mination must be made on the basis of 
all of the surrounding facts. Where the 
guideline consists of a protocol for an 
animal study which la simply being re¬ 
vised to reflect the latest knowledge 
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about appropriate scientific procedures 
rather than because of any concern about 
the scientific validity of prior results un¬ 
der the former protocol, the old work will 
undoubtedly remain acceptable. Where 
the guideline or advisory opinion consists 
of labeling standards, however, labels 
meeting the old guideline ordinarily will 
no longer remain acceptable after an 
appropriate transition period. Whenever 
possible, the notice of an amended guide* 
line will state when It has been deter¬ 
mined that work previously undertaken 
or completed on the basis of the prior 
guideline no longer remains acceptable. 

For the same reasons that Federal 
Register notices and regulations must be 
available to all members of the public 
on an equal basis, all draft guidelines 
must similarly be accessible to all Inter¬ 
ested persons on the same basis. Accord¬ 
ingly. the dissemination of draft guide¬ 
lines shall be subject to the requirements 
of f 2.18. Similarly, to guarantee an op¬ 
portunity for interested persons to com¬ 
ment on guidelines and to suggest modi¬ 
fications. the notice of availability of a 
guideline shall state the Individual or 
office responsible for each guideline so 
that written comments may be filed. 
Such comments can then be used by the 
agency in considering further modifica¬ 
tions. 

The Commissioner odvises thst guide¬ 
lines have the same legal status as an 
advisory opinion. Until modified or re¬ 
voked. they represent the formal position 
of the agency and bind the agency to 
that position. Other Informal communi¬ 
cations relating to acceptable procedures 
or standards represent the best Informa¬ 
tion and opinion available to a particu¬ 
lar employee at a particular time, but 
do not constitute a guideline or advisory 
opinion and thus do not obligate the 
agency to follow the views expressed. 

The Commissioner emphasizes that 
only those guidelines which arc Issued 
by the Food and Drug Administration 
pursuant to 9 2 20(b) shall have any 
official status. Other written documents 
shall, until Issued as guidelines, stand 
on the same legal footing as any informal 
communication by an agency employee. 
Accordingly. It will be Important for all 
such written documents relied upon 
throughout the agency to be reviewed 
and a decision made whether they should 
be issued os guidelines pursuant to these 
provisions or should no longer be used 
by the agency. To complete this process. 
9 2.20(b) will not become effective for 
180 days. Those internal written docu¬ 
ments which have not been issued as 
guidelines by that time w ill no longer be 
regarded as having official agency ap¬ 
proval as representing acceptable pro¬ 
cedures or standards and will have no 
status other than as representing the 
views of a particular employee. 

Section 2.20(c) deals with agency 
recommendations which are not pub¬ 
lished in the Fx&esal Register as regula¬ 
tions. In addition to guidelines, which re¬ 
late to regulatory matters which fall 
within the laws administered by the 
Commissioner, the Food and Drug Ad¬ 


ministration also formulates and dissem¬ 
inates recommendations about matters 
which are authorized by. but do not in¬ 
volve direct regulatory action under, 
those laws. Examples are model State 
and local ordinances, recommendations 
for physicians and technicians in the 
proper use of machines and products, 
and other similar matters. 

The Commissioner conclude* that 
recommendations of this nature may be 
handled pursuant to the procedures for 
guidelines, except that they shall be In¬ 
cluded in a separate public file estab¬ 
lished by the Hearing Clerk. Thus, rec¬ 
ommendation* may be made public in 
the same systematic and comprehensive 
way. Of course, recommendations may 
also be Incorporated in agency regula¬ 
tions. 

Finally, f 2.20(d) deals with agency 
agreements. The Food and Drug Admin¬ 
istration enters into agreements, mem¬ 
oranda of understanding, and other 
similar formal written documents with 
government agencies, foreign coven- 
ments. companies subject to the 
agency's regulatory Jurisdiction, and 
other persons. All of these are required 
to be published In the Federal Register 
and included in the public file on agree¬ 
ments established by the Public Records 
and Documents Center pursuant to 
9 4.108. Any such document not Included 
in that public file shall be deemed to be 
rescinded and shall have no force or ef¬ 
fect whatever. 

PARTICIPATION n» OUTSIDE STANDARD- 
SUITING ACTIVITIES (f 2.21) 

As the Food and Drug Administration 
has increased its reliance upon regula¬ 
tions to establish standards to regulate 
the practices and products of those sub¬ 
ject to the laws administered by the Com¬ 
missioner, questions about the activities 
of agency employees in outside standard- 
setting activities have arisen. The Com¬ 
missioner has concluded that agency pol¬ 
icy on this matter should be reflected in 
new 9 2.21. 

"Standard-setting activities- is defined 
broadly to include all of the same tech¬ 
nical and policy criteria that are properly 
the subject of agency regulations and 
guideline*. In general, the Food and Drug 
Administration encourages employee par¬ 
ticipation in outside standard-setting ac¬ 
tivities that are in the public Interest. 

Section 2.21 divides outside standard- 
setting activities Into three categories: 
Those conducted by other Federal gov¬ 
ernment agencies; those conducted by 
State and local government agencies and 
by United Nations organizations and 
other international organizations and 
foreign governments pursuant to treaty; 
and those conducted by private groups 
and organizations. 

With respect to all three categories of 
standsrd-settJng activities, any agency 
employee may participate after the ap¬ 
proval by the relevant bureau director or 
the Commissioner of Form PHS37G3 
(“Request for approval of appointment as 
liaison representative-) covering the ac¬ 
tivity Involved. This form and all per¬ 
tinent background material describing 


the activities must be included In the 
public file on standard-setting activities 
established for this purpose by the Public 
Records and Documents Center. The 
Food and Drug Administration employee 
who participates in these activities shall 
refer all requests for Information about 
or participation in such activities to the 
group or organization responsible. Where, 
as often occurs, the agency employee may 
invite members of the public to accom¬ 
pany him at any meeting relating to such 
activities, such invitation shall be ex¬ 
tended to a representative sampling of 
the public and not Just to one interest 
group. 

Special additional requirements apply 
with respect to standard-setting activi¬ 
ties by private groups and organizations. 
The Food and Drug Administration em¬ 
ployee may participate either as a voting 
or as a nonvoting liaison representative, 
but participation by the Individual does 
not connote Food and Drug Administra¬ 
tion agreement with, or endorsement of. 
any decisions reached. Should the mat¬ 
ter come before the agency at a later 
date, that employee could not serve as the 
deckling official on the matter involved 
Nor will the fact of that employee’s par¬ 
ticipation. per se. be relevant in any sub¬ 
sequent agency determination with re¬ 
spect to the matter. 

In addition, the new regulation estab¬ 
lishes minimum standards that shall ap¬ 
ply to all outside private standard-setting 
activities In which Food and Drug Ad¬ 
ministration employees participate. The 
activities must be based upon sound sci¬ 
entific and technological information, 
and be designed to protect the publir 
against unsafe, ineffective, or deceptive 
products or practices. The activities may 
not be designed for economic benefit of 
any company, group, or organization, or 
involve violation of the antitrust laws. 
Perhaps most Important, the group or 
organization responsible for the stand¬ 
ard-setting activities shall have a proce¬ 
dure through which any interested per¬ 
son shall have an opportunity to provide 
information and views on the activities 
Involved, without the payment of fees. 
The exact manner in which this is ac¬ 
complished. including whether such pre¬ 
sentation is in person or in writing, 1* at 
the discretion of the group or organisa¬ 
tion responsible for the activities. 

In some situations Involving private 
standard-setting activities, the Food and 
Drug Administration has a particular 
regulatory interest which justifies direct 
participation as an agency activity. Ex¬ 
amples of such activities include the de¬ 
velopment of uniform State and local 
laws and regulations that will Implement 
the same policies that are expressed In 
the laws administered by the Commis¬ 
sioner. and development of analytical 
methods used for regulatory purposes. In 
these situations, the Commissioner may 
determine that agency participation 
shall be an official activity that does con¬ 
note agreement with or endorsement of 
the decisions reached, and that partic¬ 
ipation by the Individual will not in any 
way disqualify him from consideration 
of the matter if It should arise within 
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the agency. Any such determination will 
be Included In the public file on the 

matter 

Many Food and Drug Administration 
employees have close dally contact with 
associations of State and local govern¬ 
ment officials who have parallel respon¬ 
sibilities at the local level. Many agency 
employee® are members of these asso¬ 
ciations. and participate In their activ¬ 
ities. The Commissioner concludes that 
the standard-setting activities of these 
associations, of which 11 are listed in the 
new regulations, should not be subject 
to the requirements of tills section. In¬ 
stead. a list of all committees and other 
groups of these associations will be in¬ 
cluded in the public file on standard-set¬ 
ting activities so that agency participa¬ 
tion in these matters will be a matter 
of public record. 

PUBLIC CALENDARS (j 2 221 

Section 2.22 provides for two types of 
public calendars to be disseminated 
weekly: A prospective calendar of pub¬ 
lic proceedings that will contain all pub¬ 
lic meetings and similar events for the 
following 4 weeks, and a retrospective 
calendar of private meetings of top agen¬ 
cy officials for the previous week with 
persons outside the Federal government. 

The prospective calendar contains 
public meetings, conferences, hearings, 
advisory committee meetings, seminars, 
and other public proceedings of the Food 
and Drug Administration, as well as sig¬ 
nificant public events involving the agen¬ 
cy. such as congressional hearings and 
court cases. It does not contain future 
private meetings or similar nonpublic 
events, or public events of organisations 
other than the Food and Drug Admin¬ 
istration in which agency employees par¬ 
ticipate. The Commissioner concludes 
that inclusion of such meetings and 
events would necessarily be incomplete 
and inaccurate because of the need to 
schedule or cancel meetings or agenda 
items on short notice, and would serve no 
useful purpose because others are not 
entitled to attend private meetings and 
will in any event be able to obtain mem¬ 
oranda of meetings shown on the 
retrospective calendar to the extent per¬ 
mitted by the public information regula¬ 
tions contained In 21 CFR Part 4 and 
the regulations referenced therein. 

The retrospective public calendar con¬ 
tains, for the preceding week, all of the 
meetings with persons outside the Fed¬ 
eral government and other significant 
events involving designated top officials 
2* the Food and Drug Administration. 
The agency officials subject to this rc- 
Wjjment are set forth in 5 2.22(b)(3), 
rhe Commissioner has concluded that 
jhe retrospective public calendar shall 
include all personal meetings, but may 
or may not include oral discussions by 
wiephone at the option of the official 
making the report. Any meeting with an 
onsite contractor, eg., at the National 
« ? u r f or Toxlc °logica] Research, need 
not be Included because of the Imprac- 
Jicalitles involved. Meetings with other 
to the Federal government, c.g., 
Ui an official of another government 
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agency or a member of Congress, are not 
shown on the retrospective public cal¬ 
endar regardless of whether those other 
persons have also invited to the meet¬ 
ing persons from outside the Federal 
government. 

The regulation provides that meetings 
with the working press also shall not be 
included in the retrospective calendar 
at this time. This issue was closely de¬ 
bated within the Food and Drug Admin¬ 
istration. and there is a contrariety of 
view's on it. Some agency officials believe 
that, because of the unique status of the 
press In this country, such discussions 
should not be required to be made a 
matter of public record. Other agency 
officials strongly believe that the same 
principles should apply to the working 
press as to any other member of the 
public, with respect to meetings and dis¬ 
cussions. The Commissioner has con¬ 
cluded that, for purposes of these regu¬ 
lations, the working press will be exempt 
on an Interim basis. The Commissioner 
particularly invites comment on this as¬ 
pect of the regulations so that a final 
determination can be made on the 
matter. 

Finally, the Commissioner recognizes 
that meetings which would prejudice law 
enforcement activities, or would invade 
privacy, are properly excluded from the 
retrospective public calendar, and the 
regulations so provide. 

RrrRXSCIfTATIOJr by aw organization 

rf 2.23) 

It is common practice for organiza¬ 
tions to represent their members by filing 
petitions, comments, objections, and 
otherwise participating in any adminis¬ 
trative proceeding of the Food and Drug 
Administration. The Commissioner be¬ 
lieves that this is an entirely proper 
function and that it serves very useful 
purposes. 

At the same time, the Commissioner 
believes that, when a trade association 
participates In the administrative proc¬ 
ess in this way. such representation Is 
properly Interpreted as expressing the 
viewpoint of all of the members of the 
trade association except those specifi¬ 
cally excluded by name in any submis¬ 
sion. Accordingly. 5 2.23(b) of the new 
regulations requires that every submis¬ 
sion either attach a list of the members 
of the trade association or refer to such 
a list that is placed on permanent file 
with the Hearing Clerk and Is kept cur¬ 
rent by the trade association. In this 
way. the representation of the trade 
association will be made a matter of 
public record. 

When a trade association files an ob¬ 
jection or request for hearing in a pro¬ 
ceeding that permits an opportunity for 
n formal evidentiary public hearing, all 
subsequent action by the association 
with respect to such matters binds each 
member except to the extent that that 
member independently files its own ob¬ 
jection or request for hearing or is other¬ 
wise specifically excluded from repre¬ 
sentation by the trade association in 
the matter, in which case Its rights shall 
be entirely separate and distinct. 
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It has been common practice for trade 
associations and other organizations to 
file declaratory judgment actions or 
other judicial review proceedings on be¬ 
half of their members to determine the 
legality of Food and Drug Administra¬ 
tion action. Again, the Commissioner be¬ 
lieves that such activity is entirely proper 
and serves a useful public purpose. In the 
opinion of the Commissioner, a trade as¬ 
sociation or other membership organiza¬ 
tion has standing in the courts to repre¬ 
sent its membership in such matters, and 
the Food and Drug Administration wiU 
not interpose procedural objections to 
such standing. 

In the past, however, after a trade 
association has obtained an adverse 
judicial interpretation with respect to a 
particular issue, its mem bens have con¬ 
tinued to litigate the matter in sepa¬ 
rate judicial proceedings. For example, 
after the Pharmaceutical Manufacturers 
Association unsuccessfully challenged 
agency regulations governing adequate 
and well-controlled clinical investiga¬ 
tions in Pharmaceutical Manufacturers 
Ass*n v. Richardson. 318 P. Supp. 301 
(D. Del. 1970), and did not appeal that 
adverse determination, individual PMA 
member® continued to litigate the same 
issues in courts throughout the country, 
and ultimately in the Supreme Court. 
Thus, the benefit of the initial represent¬ 
ative legal action by the trade associa¬ 
tion to settle an issue on behalf of its 
members has been wholly destroyed, and 
litigation has proliferated, wasting pub¬ 
lic resources without the benefit of a de¬ 
finitive decision. The Commissioner be¬ 
lieves that such proliferation is contrary 
to the public interest and to the purpose 
of such litigation, and that a determina¬ 
tion In any suit involving a trade associa¬ 
tion properly binds all members of the 
association and precludes further litiga¬ 
tion of the same issues by any associa¬ 
tion member. 

In the future, the Commissioner in¬ 
tends to take two independent steps 
to assure that representative actions 
brought by trade associations or other 
organizations on behalf of their mem¬ 
bers settle Issues and preclude further 
litigation by the membership. First, the 
Commissioner will take appropriate legal 
measures in such cases to have the case 
brought or considered as a class action 
or otherwise as binding upon all mem¬ 
bers ©f the association or organization 
except those explicitly excluded by 
name. Second, regardless whether the 
case is brought or considered ae a class 
action or as otherwise binding upon ail 
members, the Commissioner will take the 
position in any subsequent suit Involving 
the same issues and any member of the 
association or organization not explicitly 
excluded by name from the prior suit 
that such issues are precluded from fur¬ 
ther litigation by such member pursuant 
to the doctrines of collateral estoppel or 
res Judicata. Accordingly. } 2.23(0 gives 
adequate notice to all trade associations 
or organizations and their membership 
that future litigation by the association 
or organization will have this legal cflcct. 
See, e.g., Abbott Laboratories v. Gard- 
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ner. 387 U.8. 136. 184-156 (1967). Na¬ 
tional Automatic Laundry and Clean¬ 
ing Council v. Schultz. 443 F.2d 689. 704 
(D.C. Clr. 1971). and Acrce v. Air Line 
Pilots Ass'n., 390 F.2d 199. 202 (5th Clr. 
1968). 

SETTLEMENT PROPOSALS (f 2 . 24 ) 

The Commissioner wishes to encourage 
settlement of issues without hearings and 
litigation wherever this Is feasible. Ac¬ 
cordingly. | 2.24 provides that settlement 
proposals and related matters may be 
raised by any person at any point in any 
administrative proceeding, and that un¬ 
accepted proposals of this nature shall 
not be admissible in evidence in any Food 
and Drug Administration proceeding. 
The Food and Drug Administration will 
oppose admission of such proposals in 
any other administrative or court pro¬ 
ceeding. Thus, settlement may be pro¬ 
posed without the fear that it will later 
be used against the individual to imply 
that he did not have confidence in his 
case or was willing to concede the incor¬ 
rectness of part of his position. The 
Commissioner recognizes that all settle¬ 
ment involves compromise on the part of 
all persons involved, and unless this pro¬ 
tection is granted the possibility of set¬ 
tlement would be severely diminished. 

On the other hand, where a compro¬ 
mise Is accepted, it may well be necessary 
to submit the various settlement pro¬ 
posals and related matters in evidence 
in an administrative or court proceeding 
in order adequately to explain the com¬ 
promise reached. Section 2.24 therefore 
applies only to unaccepted proposals for 
settlement. 

WAIVER. SUSPENSION, OR MODIFICATION 

or PROCEDURAL REQUIREMENTS (5 2.25) 

The Commissioner has concluded that 
it is important to establish detailed pro¬ 
cedural rules for the various public bear¬ 
ings conducted by the agency. Without 
such rules, which are set forth in Sub- 
ports B through F. neither the presiding 
officers nor the participants would have 
sound guidance on how to proceed, and 
the uncertainty and confusion that 
would prevail would substantially hinder 
the progress of these hearings. 

By providing such detailed regulations, 
on the other hand, there is the danger, 
on occasion, variations will be necessary. 
The Commissioner recognizes that the 
procedural requirements for these hear¬ 
ings must have sufficient flexibility to 
be workable in a wide variety of situa¬ 
tions. It is simply not possible to take 
account of all reasonable variations and 
exceptions that have occurred in the 
past and will occur in the future. Accord¬ 
ingly. | 2.25 provides that the Commis¬ 
sioner or the presiding officer in any 
such hearing may modify any procedural 
requirement with respect to a particular 
hearing to assure a fair and efficient 
hearing, where this will serve the inter¬ 
ests of Justice and not prejudice any 
participant. 
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Formal Evidentiary Public Hearings 
(Subpart B) 

Subpart B of the new regulations es¬ 
tablishes the requirements applicable to 
those situations where there is a statu¬ 
tory right to an opportunity for a hearing 
“on a record/' i.c., a formal evidentiary 
trial-type public hearing, usually before 
an administrative law judge, or where 
the Commissioner concludes, in his dis¬ 
cretion. that such an opportunity should 
be provided. The statutory provisions 
under which such an opportunity is 
granted are listed in 4 2.12(c) (1) 

through (18). New Subpart B replaces 
former Subpart F of Part 2 and the 
provisions in other parts of the regula¬ 
tions relating to such specific matters as 
food additives and new drugs, which 
previously governed formal agency hear¬ 
ings. 

Section 701(e) of the act originally re¬ 
quired a formal evidentiary public hear¬ 
ing for every regulation promulgated 
pursuant to that section, regardless 
whether any controversy existed on the 
matter. Because this inflexible require¬ 
ment was obviously unworkable, it was 
amended to require a hearing only upon 
receipt of objections and a request for 
a hearing. See Pub. L. No. 83-335, 68 
Stat. 55 (1954) and Pub. L. No. 84-905. 
70 Stat. 919 (1956). The courts have since 
narrowed the requirement for a hearing 
still further, as reflected in the provisions 
of 4 2.113(b). discussed below. 

One commentator has pointed out that 
"some of this country's gravest adminis¬ 
trative deficiencies stem from lawyer- 
induced overrcllance on courtroom meth¬ 
ods to cope with problems for which they 
are unsuited." Gellhom. Administrative 
Procedure Reform; Hardy Perennial. 48 
Am. Bar Ass*n. Journal 243 (March 
1962). Largely as a result of lengthy 
trial-type hearings on the regulations 
for special dietary foods and peanut but¬ 
ter. there has been virtually unanimous 
criticism of the way in which section 
701 (e) has been utilized. See. e.g.. Byer- 
ley. Rx for Administrative His: Simplifi¬ 
cation. Association of Pood & Drug Offi¬ 
cials of the United States Quarterly 
Bulletin. Vol. 34. No. 1. p. 17 (January 
1970); Note. FDA Rule-making Hear¬ 
ings: A Way Out of the Peanut Butter 
Quagmire, 40 Geo. Wash. L. Rev. 726 
(1972), In 1971. the Administrative Con¬ 
ference of the United States released a 
report on the agency's use of formal 
hearings In which a number of recom¬ 
mendations for Improvement were made. 
See Hamilton. Rulemaking on a Record 
by the Food and Drug Administration, 50 
Tex. L. Rev, 1132 (1972>. Subsequently, 
the Administrative Conference has also 
issued a report and recommendations 
suggesting modification of the present 
statutory requirements for formal hear¬ 
ings. See Hamilton, Procedures for the 
Adoption of Rules of Oeneral Applica¬ 
bility: The Need for Procedural Innova¬ 
tion in Administrative Rulemaking, 60 
Cal. Law R. 1276 (1972) and Crampton. 


Causes and Cures of Administrative De¬ 
lay. 58 American Bar Ass'n. Journal 937 
(September 1972), 

At about the same time, the American 
Bor Association appointed a special com¬ 
mittee to consider the agency's hearing 
procedures, which also Issued a report 
and recommendations. See Pendergast, 
The Diagnosis and Treatment of FDA 
Hearings, Association of Food k Drug 
Officials of the United States Quarterly 
Bulletin. Vol. 34. No. 1, p. 23 (January 
1970 >. These various reports and recom¬ 
mendations have been widely discussed 
See, e.g.. Hamilton. Rulemaking on a 
Record, 26 Food Drug Cosmetic Law 
Journal 627 (December 1971); Goodrich. 
A Reply to Professor Hamilton's Com¬ 
ments and Recommendations for Pro¬ 
cedural Reform. 26 Food Drug Cosmetic 
Law Journal 639 (December 1971). 

The Commissioner has carefully con¬ 
sidered all of the comments and sugges- 
tlons made in the course of these reports 
and discussions. Many arc incorporated 
into these new regulations. 

During the same period, the courts 
have realized that the use of a formal 
evidentiary public hearing Is not always 
appropriate for agency decisionmaking. 
In American Airlines, Inc. v. Civil Aero¬ 
nautics Board. 359 F. 2d 624, 629 (D.C. 
Clr. 1965), cert, denied. 385 UB. 843 
(1966 >. the court noted that "rulemaking 
is not to be shackled, in the absence of 
clear and specific congressional require¬ 
ment. by importation of formalities de¬ 
veloped for the adjudicatory process and 
basically unsuited for policy rulemak¬ 
ing." In Marine Space Enclosures, Inc. v. 
Federal Maritime Commission, 420 F. 2d 
577. 589-590 (D.C. Clr. 1989). it was sug¬ 
gested that, in appropriate situations, a 
formal evidentiary public hearing "may 
usefully approach the legislative rather 
than the adjudicatory model.” In Walter 
Holm It Co. V. Hardin. 449 F. 2d 1009, 
1016 (D.C. Cir. 1971). the court stated 
that "This requirement of hearing is not 
shackled by rigidities of procedure that 
may stultify the regulatory program.” 
More recently, in Cooper Laboratories. 
Inc. v. Commissioner. 501 F. 2d 772, 792- 
793 (D.C. Cir. 1974), it was suggested 
that the hearing required by the Federal 
Food. Drug, and Cosmetic Act with re¬ 
spect to withdrawal of approval of an 
NDA "need not borrow the character¬ 
istics of conventional courtroom contro¬ 
versy, burdened with the impedimenta 
of the kind of arcane questions with 
which lawyers often bedevil expert wit¬ 
nesses," by an on-the-record conference- 
hearing procedure, modeled on confer¬ 
ence discussions between lawyers and 
experts.” 

Thus, the Commissioner has recognized 
that, in those situations where complex 
scientific and medical issues are involved, 
a searching scientific Inquiry conducted 
by independent experts may well be more 
appropriate to resolve the matters in¬ 
volved than a formal evidentiary public 
hearing. Use of a public hearing before 
a Board of Inquiry pursuant to 8ubpart 
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C. or a public hearing before a public 
advisory committee pursuant to Subpart 

D, has therefore been authorized. Sim¬ 
ilarly* where a legislative-type public 
hearing before the Commissioner pur¬ 
suant to Subpart E Is appropriate to 
consider broad policy issues, the new reg¬ 
ulations provide for this mechanism. 

The courts have recently sustained the 
use of section 701 <a) of the act for sub¬ 
stantive rule making, in addition to sec¬ 
tion 701(e). so that the Food and Drug 
Administration “may follow streamlined 
procedures designed to avoid the endless 
delays that have tended to paralyze ad¬ 
judicatory hearings and render them in¬ 
effective as a means of utilizing agency 
expertise/* See National Nutritional 
Foods Ass’n. v. Weinberger. — F. 2d — 
(2d Cir. 1975). As the Court stated in 
that case, which involved an agency rule 
making proceeding with respect to the 
safety of vitamins A and D. “Since the 
decision did not turn on precise factual 
Issues or on the crediblllt* of witnesses 
but represented a Judgment based upon 
consideration of relevant medical and 
scientific data, we doubt that a trial-type 
adversary hearing would have shed any 
further light on the question • • •* 

There has been substantial concern ex¬ 
pressed in recent years about the need 
for development of more appropriate pro¬ 
cedures than trial-type hearing for re¬ 
solving difficult scientific issues. See. eg.. 
Haff. A “• • • Diet Whrlesome. But Not 
Excessive." Food Technology, Vol. 27. No. 
7. p. 61 (1973) and Katz, O^c Profes¬ 
sion's Finding of Fact is not Necessarily 
Another's, 22 National Academy of Sci¬ 
ences News Report. No. 6. pp. 4-6 (June- 
July 1972>, The Commissioner believes 
that a Public Boird of Inquiry or a pub¬ 
lic advisory committee represents a feas¬ 
ible approach to this problem, combining 
the Jeatures of traditional scientific in¬ 
quiry with the need of the law to develop 
a full record on which to base the Com¬ 
missioner's decision and subsequent ju¬ 
dicial review. The Commissioner is hope¬ 
ful that the flexibility provided by the 
range of procedures available under the 
new regulations will be fully utilized by 
the public and the regulated Industries 
to avoid Inappropriate use or abuse of 
formal trial-type hearings. 

SCOPE or SUBPART 4$ 2.100> 

Subpart B is applicable both to adjudi¬ 
catory and to rule making proceedings 
subject to the requirements for a formal 
evidentiary public hearing in the Admin¬ 
istrative Procedure Act. 5 U.8.C. 654. 566. 
and 557. For the most part, the procc- 
dures are identical in both situations. In 
a few Instances, however, the new regu¬ 
lations provide different provisions for 
these two types of hearings. 

In addition to formal evidentiary pub¬ 
lic hearings required by statute, the Com¬ 
missioner may also, in his discretion, 
hold such a hearing with respect to any 
natter where he concludes that it would 
In the public interest. Thus, even if a 
iormal evidentiary hearing is requested 
out not justified pursuant to the new 
regulations, the Commissioner may order 
a hearing be held on the matter 
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pursuant to this Subp&rt if he concludes 
that there are sound public policy rea¬ 
sons for doing so. 

INITIATION OF A FORMAL EVIDENTIARY PUB¬ 
LIC HEARINO INVOLVING THE ISSUANCE, 

AMENDMENT. OR REVOCATION OP A REGU¬ 
LATION 41 2.110) 

Section 2.110 governs Initiation of a 
formal evidentiary public hearing 
involving rule making. The statutory 
provisions covered by this section are set 
out In 5 2.12(c) <1) through (15). 

In general, rule making that is subject 
to an opportunity for a formal eviden¬ 
tiary public hearing pursuant to § 2.12 
<c) (1) through (15) Is no different than 
rule making that is subject only to the 
notice-and-comment procedures under 5 
U.8.C. 553 and 4 2.10 of these regulations, 
up through promulgation of the final 
regulations. After publication of a final 
regulation subject to this Subpart, how¬ 
ever, any person who would be adversely 
affected shall have 30 days within which 
to file written objections and a request 
for a formal evidentiary public hearing. 

The Commissioner notes that section 
701 (e) of the act and the other related 
statutory provisions explicitly provide 30 
days within which objections and re¬ 
quests for hearing may be submitted The 
Commissioner has no legal authority to 
extend this time period. In the past, 
many persons have requested, and been 
denied, an extension of this 30-day pe¬ 
riod Accordingly, the new regulations 
explicitly provide that this 30-day pe¬ 
riod shall not be extended by the Com¬ 
missioner. 

The statutory provisions relating to 
color additives and food additives are 
somewhat different from those for other 
regulations subject to this Subpart. Un¬ 
der sections 409 and 706 of the act. the 
notice of filing of a petition published In 
the Federal Register takes the place of 
the customary proposal, and thereafter 
the final order is published with time for 
objections and a request for hearing but 
no time for additional comment. Under 
55 8.9 and 12151(h) (21 CFR 8.9 and 
121.51(h) >. as established In the recently 
promulgated public Information regula¬ 
tions. the Commissioner will malce avail¬ 
able for public disclosure all safety and 
functionality data relating to any color 
additive or food additive at the time of 
filing ol the petition, so that public com¬ 
ment can be prepared meaningfully and 
submitted prior to publication of the final 
regulations. 

Similarly, the statutory provisions re¬ 
lating to new animal drug regulations ex¬ 
plicitly eliminate the need for a proposal 
before promulgating a final regulation. 
Under section 512(1) of the act, a new 
animal drug regulation is promulgated by 
notice, which upon publication in the 
Federal Register is effective as a 
regulation. 

For many years, it has been customary 
to promulgate technical amendments to 
antibiotic monographs as final regula¬ 
tions rather than as proposals because 
they usually Involve only technical con¬ 
siderations rather than policy Issues, are 
prepared in consultation with the manu¬ 
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facturers who must meet them, and im¬ 
pose new safety requirements in the 
public interest. The new regulations per¬ 
mit the continuation of this practice 
under these circumstances. Where con¬ 
troversy or significant policy issues exist, 
such amendments will be published as 
proposals unless public health considera¬ 
tions require that they be made effective 
immediately. 

INITIATION of a FORMAL EVIDENTIARY PU fl¬ 
ue HEARING INVOLVING ISSUANCE. AMEND¬ 
MENT. OR REVOCATION OF AN ORDER 

(fi 2.111) 

Section 2.111 governs the initiation of 
a formal evidentiary public hearing that 
is adjudicatory in nature. The statutory 
provisions involved are set out in S 2.12 
(c> 416> through (18>. and relate to ap¬ 
proval or withdrawal of approval of new 
drugs, new animal drugs, and biological 
licenses. 

In these circumstances, the Commis¬ 
sioner issues a notice of opportunity for 
hearing on any proposal to take adverse 
action with respect to the particular 
matter Involved The applicant for or 
holder of the order in question, and all 
other persons subject to the notice, c g., 
the manufacturer 6f an Identical, re¬ 
lated* or similar drug that is covered by 
the order, shall have 30 days after the is¬ 
suance of the notice within which to re¬ 
quest a formal evidentiary public hearing 
on the matter. 

The Commissioner notes that, pursu¬ 
ant to the statutory provisions involved, 
only specified persons have the legal 
right to exercise the opportunity for a 
hearing on these matters. Unlike the 
situation involved in public rule making, 
where every member of the public is 
entitled to an opportunity for a hearing, 
the statute explicitly states that only the 
persons directly affected by the agency 
action. l.e„ those who hold or are covered 
by the license involved, have on oppor¬ 
tunity for a hearing with respect to the 
matters involved under these three statu¬ 
tory provisions. Thus, for example, a 
physician has no legal right to a hearing 
to contest withdrawal of approval of a 
new drug. 

Nonetheless, the Commissioner may, in 
his discretion, grant a formal evidentiary 
public hearing, or some other type of 
public hearing, e.g., a public hearing be¬ 
fore the Commissioner pursuant to Sub¬ 
part F. of the new regulations, upon the 
request of any interested person even 
though he may not have the statutory 
right to a hearing. The Commissioner 
will carefully consider any request for a 
hearing involving a new drug, new 
animal drug, or biologies license, even 
though the person submitting the re¬ 
quest has no statutory opportunity for 
a hearing on the matter involved. 

Specific provisions are Included in 
other sections in agency regulations re¬ 
lating to a request for hearing upon ad¬ 
verse action relating to new drugs, new 
animal drugs, and biological licenses, l.e., 
11314 200. 514.200. and 601.7(a). The 
new regulations cross-reference these ex¬ 
isting provisions. 
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FILING OBJECTIONS AND REQUESTS FOR A 

HEARING ON A REGULATION OR ORDER 

(f 2.112) 

Section 2.112 of the new regulations 
specifics with particularity the form in 
which objections to agency action and 
requests for a hearing must be submit¬ 
ted. In general, each objection must be 
separately numbered and, if a hearing is 
requested on it. accompanied by a de¬ 
tailed description and analysts of the 
specified factual information intended to 
be presented in support of the objection 
If a hearing is held. Under f 2.113(b) (6). 
the failure to follow this form, or to file 
It within the time period specified, will 
result in denial of a hearing. As discussed 
in paragraph 16 of the preamble to the 
hearing regulations for new drugs and 
antibiotics published in the Federal 
Register of March 13.1974 <39 FR 9750), 
it is not necessary to submit unfavorable 
data and information In requesting a 
hearing, but if a hearing is granted such 
unfavorable data and Information will 
be required to be submitted pursuant to 
(2.153 (a)(2) and (b). 

RULING ON OBJECTIONS AND REQUESTS FOR 
HEARING <f 2.1 IS) 

Based upon any objections or requests 
for hearings filed pursuant to (12.111 
and 2.112. the Commissioner has a num¬ 
ber of options to pursue. First, he may 
modify or revoke the regulation or order 
Involved. Second, he may order a formal 
evidentiary public hearing or an alterna¬ 
tive form of hearing on the matter. 
Third, he may deny any hearing as un¬ 
justified and let the regulation or order 
stand unmodified. 

Section 2.113(b) sets out the criteria 
under which the Commissioner shall de¬ 
termine whether a request for hearing 
has been Justified. The Commissioner be¬ 
lieves that these criteria accurately re¬ 
flect the legal standards enunciated by 
tiie courts in litigation on these matters 
during the past few years. See. eg.. 
Weinberger v. Hynson. Westcott & 
Dunning. Inc., 412 US. 609. 620-622 
(1973); Cooper Laboratories. Inc. v. 
Commissioner. 501 F.2d 772. 770-777. 780 
n.22 (DC. Cir. 1974); Hess A* Clark v. 
Food & Drug Administration, 495 F.2d 
975, 982-985 (DC. Cir. 1974); Gulf States 
Utilities Co. v. Federal Power Coinm'n., 
411 US. 747, 772-775 (1973); Federal 
Power Comm’n., 411 U.8. 747. 772-775 
(1973); Federal Power Comm'a. v. 
Texaco. 377 U S. 33, 39-41 (1964); United 
8tates v. Storer Broadcasting Co.. 351 
U S 192,202-205 (1956); Municipal Ught 
Boards v. Federal Power Comm’n., 450 
F.2d 1341. 1345-1346 (D.C. Cir. 1971); 
Citizens for Allegan County. Inc. v. Fed¬ 
eral Power Comm’n.. 414 F.2d 1125,1128- 
1129 (DC. Cir. 1969); Total Tclecable, 
Inc. v. Fedeml Communications Com¬ 
m’n.. 411 F.2d 639. 641-642 ( 9th Cir. 
1969); Virginia Electric & Power Co. v. 
federal Power Comma., 351 F.2d 408, 
410 (4th Cir. 1965); and Dyestuffs and 
Chemicals Inc. v Flemming, 271 F.2d 
281. 286-287 (8th Cir. 1959), cert denied. 
362 US 911 (1960). 

To Justify a hearing, there must be a 
genuine and substantial issue of fact for 
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resolution at the hearing. If there are 
only policy or legal Issues involved, rather 
than factual Issues, there is no require¬ 
ment that a hearing be held on the 
matter 

The factual issue must, moreover, be 
capable of being resolved by available 
and specifically Identified reliable evi¬ 
dence. A request for hearing accompa¬ 
nied only by general allegations or de¬ 
nials or descriptions of contentions will 
not be sufficient to justify a hearing. 
8uch a request must be accompanied by 
a detailed description and analysis of the 
specific factual information intended to 
be presented in the event that a hearing 
is held, not by general allegations. The 
failure to identify reliable evidence to be 
presented at the hearing will result In a 
decision that the hearing has not been 
Justified. 

The specific evidence identified in a re¬ 
quest for hearing must be adequate to 
Justify resolution of the factual Issue in 
the way sought by the fierson submitting 
the request. If the Commissioner con¬ 
cludes that, even assuming the truth and 
accuracy of all of the data and Informa¬ 
tion submitted in support of the objec¬ 
tion and request for the hearing, they 
are insufficient to Justify the factual de¬ 
termination urged, there is no issue of 
fact remaining and thus no point what¬ 
ever in conducting a hearing on the mat¬ 
ter. For example, an allegation that a 
regulation may have a particular eco¬ 
nomic impact may be accepted by the 
Commissioner as factually true, without 
the need for a hearing, and still not re¬ 
quire any change in the regulation in¬ 
volved. Summary disposition of the mat¬ 
ter is clearly warranted at that stage of 
the proceeding. If, on the other hand, 
the data and Information submitted ore 
on their face sufficient to Justify the fac¬ 
tual determination urged and the Com¬ 
missioner would change the regulation 
or order if such facta were proved to be 
true, a hearing on the issue is warranted. 
Thus, a hearing will be denied only where 
there is no relevant factual issue in dis¬ 
pute. 

Resolution of the factual Issue In the 
way nought by the person must be ade¬ 
quate to Justify the relief requested In 
the objections and requests for hearing. 
Irrelevant factual contentions that are 
not determinative or controlling with re¬ 
spect to the relief requested will not Jus¬ 
tify a hearing. In some Instances in the 
past, the Commissioner has received re¬ 
quests for a hearing on food standards 
which fall to include a product, but which 
do not exclude or otherwise affect that 
product Under these circumstances, a 
hearing is not justified. Whenever there 
is an effect upon a product, however, a 
hearing may be Justified, See. e g.. A. E. 
Staley Mfg. Co. v. Secretary of Agri¬ 
culture, 120 F.2d 258 <7th Cir. 1941). 

The action requested must not, on Its 
face, be inconsistent with or In violation 
of any provision of the act or in any 
agency regulation particularizing the 
statutory standards. Instead of request¬ 
ing a hearing under these circumstances, 
the proper procedure for the person to 
follow is to request an amendment or 
waiver from the regulation Involved. For 


example, the Food and Drug Adminis¬ 
tration is presently engaged In rule mak¬ 
ing proceedings to establish monographs 
for OTC drug products and for biological 
products. Once those monoirraphs are 
promulgated and made effective, new 
drug applications and biological licenses 
which arc not in conformity with the 
monographs will be revoked or required 
to be amended to be consistent with tiie 
monographs. Hearings will not be 
granted with respect to such revocation 
or amendment, since the issue will al¬ 
ready have been decided in the rule mak¬ 
ing proceeding. The proper procedure for 
any aggrieved manufacturer will be to 
request an amendment of or waiver from 
the monograph. 

In some instances, a request for hear¬ 
ing may present a close question as to 
whether a hearing Is justified, or the 
Commissioner may otherwise be uncer¬ 
tain as to whether the public interest 
Justifies a hearing. In such circum¬ 
stances. (3.113(d) provides that the 
Commissioner may serve upon the party 
involved a proposed order denying a 
hearing, and the party shall have 30 
days within which to respond with jus¬ 
tification for the hearing. 

modification or revocation of 

REGULATION OR ORDER <$ 2.114) 

Based upon objections or a request for 
hearing, the Commissioner may modify 
or revoke the regulation or order In¬ 
volved, in whole or In part. 8uch modifi¬ 
cation or revocation shall be accom¬ 
plished through a further Federal Regis¬ 
ter notice. Thereafter, further objection'? 
or requests for hearing may be submitted 
with respect to such modification or rev¬ 
ocation. but not with respect to any other 
provisions in the regulation or order in¬ 
volved. Such other provisions shall be¬ 
come final upon exnlratJon of the orig¬ 
inal 30 days provided for objections or 
requests for hearing, and cannot there¬ 
after be reopened except upon further 
notice by the Commissioner specifically 
reopening them. 

DENIAL or FORMAL EVIDENTIARY PUBLIC 

HEARING IN WHOLE OR IN PART if 2.115) 

Where the Commissioner concludes 
that a formal evidentiary public hearing, 
or the alternative form of hearing re- 
question, is not justified, f 2.115 requires 
that he issue a notice of such determina¬ 
tion in the Federal Register In accord¬ 
ance with present procedure and appli¬ 
cable case law. any such determination 
must specify tiie reasons therefor. 

8ection 2.115(b) specifies the record of 
the administrative proceeding. That ad¬ 
ministrative record shall constitute the 
exclusive record for the Oommlssioncr'- 
decision. and the record upon which sub¬ 
sequent court review of the denial of a 
hearing may be obtained. 

In some instances, a request for bear- 
ing may be granted on some issues and 
denied on others. Under these circum¬ 
stances, the denial constitutes final 
agency action on that matter, andl » 
subject to judicial review* pursuant to the 
specific statutory provisions relating to 
that subject matter. The time for filing a 
petition for judicial review begins to run 
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on the date of publication In the Fed¬ 
eral Register of the Commissioner’s de¬ 
termination denying a public hearing on 
those particular issues. The failure to 
flle such n petition within the time pe¬ 
riod established by the specific statutory 
provisions governing the matter consti¬ 
tutes a waiver of the right to judicial re¬ 
view of those particular Issues at any 
later time, regardless whether a hearing 
has been granted on other issues. In this 
way, there will be prompt judicial re¬ 
view of any partial denial of a hearing. 
In the event that a reviewing court con¬ 
cludes such denial to be Improper, the 
issues involved can then be added to the 
hearing before it is concluded. 


JUDICIAL REVIEW AFTER WAIVER OF HEARING 
ON A REGULATION ($ 2.110) 


In the past, it has been assumed that 
any person who wishes to obtain judicial 
review of the Commissioner’s decision 
on a final regulation which is subject to 
an opportunity for a hearing must re¬ 
quest a hearing, and go through the 
entire hearing process, before he may ob¬ 
tain such review in the courts. The Com¬ 
missioner concludes that this is a waste¬ 
ful procedure that is not required by the 
statute. Accordingly. 1 2.116 of the regu¬ 
lations provides a procedure under 
which Judicial review may be obtained 
on any regulation which is subject to an 
opportunity for a formal evidentiary 
public hearing without the necessity of 
requesting or conducting such a hearing. 

Under this procedure, the interested 
person need submit'only an objection to 
the final regulation involved. After the 
Commissioner issues a notice in the Fed¬ 
eral Register ruling upon any such ob¬ 
jection. the person may then appeal the 
Commissioner's ruling on that objection 
to a United States Court of Appeals pur¬ 
suant to the applicable statutory provi¬ 
sions in the act. The record for review 
&hall be the administrative record of the 
proceeding designated in the new 
regulations. 


The Commissioner notes that this 
procedure will not be available where a 
hearing is in fact requested and justified 
on the particular matter Involved by 
some other per.son. Under those circum¬ 
stances, since the matter will be the sub¬ 
ject of a formal evidentiary hearing or 
«a alternative form of hearing, it would 
be impermissible to have it also subject 
to immediate court review while the is¬ 
sue Is being reviewed in a hearing. If a 
hearing is requested and Justified on an 
unrelated aspect of the matter, however, 
immediate court review of an adverse 
ruling on an objection can, and indeed 
must be obtained pursuant to this new 
procedure. The failure to file a petition 
jor court review within the statutory 
um* period after the Commissioner's 
rejecting the objections 
constitutes a waiver of Judicial review on 
those objections. 


T his procedure is quite similar to lh( 
***** *°r review of regulations 
Commissioner under sec 
nh P °* the ac * which nre review* 

tiv-f court8 undcr th * Admlnistra- 
Act. 5 UJ3.C. 701 et seq. 
iH that the statutory provisions oi 


the act permit direct review in a United 
States Court of Appeals rather than in 
a United States District Court. The rec¬ 
ord for review upon such appeal Is, how¬ 
ever, the same record In both instances, 
l.e.. the administrative record compiled 
before the Commissioner on the basis of 
which he made his decision. 

The Commissioner concludes that this 
procedure will substantially expedite 
matters by eliminating the necessity for 
a public hearing prior to court review 
of any matter on which an interested 
person wishes to institute legal challenge. 
It will provide a fair and efficient pro¬ 
cedure for such challenge, without bur¬ 
dening both the party Involved and the 
Food and Drug Administration in a 
needless public hearing. The courts will, 
moreover, have a full administrative rec¬ 
ord to review, even without the public 
hearing. That record will consist of all 
of the relevant Federal Register notices, 
a full articulation of the Commissioner’s 
decision, including the reasons for his 
rejection of the objections filed to the 
final regulation, and all of the data and 
information on which the Commissioner 
and the other parties to the matter have 
relied. The reviewing court’s determina¬ 
tion of whether the Commissioner’s de¬ 
cision is supported by substantial evi¬ 
dence of record in this instance will 
therefore be no more difficult, and in¬ 
deed probably no different, than its de¬ 
termination after a public hearing Is 
held on a matter. 

REQUEST FOR ALTERNATIVE FORM OF PUBLIC 
HEARING ($2,117) 

For the reasons already noted above, 
the Commissioner has concluded that it 
is important to establish alternative 
forms of public hearings in addition to 
the formal evidentiary public hearing 
provided in Subpart B of the new regu¬ 
lations. 8ection 2.117 provides that a per¬ 
son who has a right to an opportunity for 
a formal evidentiary hearing may waive 
that opportunity and. in lieu thereof, re¬ 
quest a public hearing before a Public 
Board of Inquiry pursuant to Subpart C. 
a public hearing before a public ad¬ 
visory committee pursuant to Subpart D, 
or a public hearing before the Commis¬ 
sioner pursuant to Subpart E. Such a 
waiver may, but need not, be condi¬ 
tioned upon the grant of one of these 
alternative forms of hearing. Such a re¬ 
quest may be on his own initiative or at 
the suggestion of the Commissioner. The 
Commissioner anticipates that, in many* 
instances, such a person will request a 
hearing under Subpart B and then in¬ 
dicate his willingness to waive that right 
to a hearing, conditioned upon the use 
of an alternative form of hearing. A re¬ 
quest for an alternative form of hearing 
will be filed by the Hearing Clerk in the 
same administrative file as any related 
objections and request for hearing under 
Subpart B. 

The Commissioner has concluded that, 
at this time, an alternative form a hear¬ 
ing will be used only where all persons 
who have a right to a formal evidentiary 
public hearing, and who justify such a 
hearing, agree to the alternative form. 
Under recent case law, it is clear that 


an alternative form of hearing could in 
many instances be required even without 
the consent of the parties. The Commis¬ 
sioner believes, however, that it will be 
unnecessary to resort to this type of re¬ 
quirement, and that parties to a hearing 
will readily agree to the form of hearing 
that will resolve the Issue most expedi¬ 
tiously. Should this not occur, however, 
the Commissioner will reconsider Ihis 
portion of the new regulations and may 
require use of alternative forms of hear¬ 
ings w’here they are more appropriate 
under the circumstances involved. 

The Commissioner may. of course, 
determine to hold an alternative form of 
public hearing even where the formal re¬ 
quirements for Justifying a formal evi¬ 
dentiary public hearing are not fully sat¬ 
isfied. Where close questions arise with re¬ 
spect to justification for a formal 
evidentiary public hearing, it may well 
be In the best interests of all parties to 
agree to the use of an alternative form of 
hearing rather than to conduct litigation 
on the question whether a formal evi¬ 
dentiary public hearing has been 
Justified. 

If the Commissioner determines that 
an alternative form of public hearing 
should be used, a Federal Register notice 
shall be published setting forth all of the 
pertinent information relating to the 
hearing, Including any provision of the 
regulation or order which has been 
stayed, the Issues to be considered at the 
hearing, and similar matters. If the hear¬ 
ing is to be conducted by a Public Board 
of Inquiry or a public advisory commit¬ 
tee, the notice will state whether the 
findings and conclusions resulting from 
the hearing will be handled as a recom¬ 
mended decision or as an InitlAl decision. 

NOTICE OF HEARING: STAY OF ACTION 
<5 2 . 118 ) 

If the Commissioner determines that a 
request for hearing Justifies a formal 
evidentiary public hearing, he must is¬ 
sue a notice of that determination in the 
Federal Register, setting forth all relev¬ 
ant information about the hearing, such 
ns a statement as to which parte. If any. 
of . the regulation or order Involved are 
stayed pending the hearing, the parties 
to the hearing, the Issues to be consid¬ 
ered at the hearing, whether the presid¬ 
ing office will prepare a recommended 
decision or an initial decision, and similar 
matters. The presiding officer and the 
time of the prehearing conference may 
be included in the notice of hearing or 
may be published in a later notice. 

The Commissioner notes that the vari¬ 
ous provisions of the act subject to ] 2.12 
and Subpart B state different require¬ 
ments with respect to whether a regula¬ 
tion or order is automatically stayed 
pending a public hearing. All regula¬ 
tions and orders subject to sections 505 
and 701 «e> of the act are automatically 
stayed by the filing of proper objections 
and requests for a hearing. Under section 
409 of the act. the Commissioner has 
discretion to stay or not to stay a food 
additive regulation pending a hearing. 
Neither section 507 of the act nor sec¬ 
tion 351 of the Public Health 8ervice Act 
provides for a stay of an antibiotic or 
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biologic regulation or order pending a 
hearing, and accordingly the Commis¬ 
sioner also has discretion to grant or 
deny a stay under these provisions. 
Where the Commissioner has discretion 
to consider a stay, any request lor a stay 
pending a hearing must be submitted 
pursuant to 8 2.9 of the new regulations. 

The statement of the factual Issues 
raised by the objections or requests for 
hearings contained In the notice of hear¬ 
ing determines the scope of the hearing. 
Although the presiding officer may re¬ 
vise or restate the Issues, he may not 
add other issues or delete any of those 
issues contained in the notice of hearing. 

effective date of a regulation (§ 2.1 id) 

If no objections are filed and no hear¬ 
ing Is requested, the regulation shall be¬ 
come effective as specified in the notice 
promulgating it, and the Commissioner 
shall publish an appropriate notice in 
the Federal Register confirming the 
effective date of the regulation involved. 
Based upon additional information, the 
Commissioner may also wish to extend 
the time for compliance with the new 
regulation. 

ETTECTTYE DATE OF AH ORDER <f 1.120) 

If no hearing is requested in response 
to a notice of opportunity for hearing, 
the Commissioner shall publish a final 
order withdrawing approval of the NDA, 
NADA. or biologies license involved. Such 
withdrawal may. of course, involve the 
entire approval or only a portion of it, 
e.g.. elimination of a single indication 
from labeling. The final order shall 
establish the date on which It becomes 
effective. 

Any person subject to the notice of op¬ 
portunity for hearing, e.g., the manu¬ 
facturer or distributor of a drug product 
which is identical, related, or similar to 
a drug product named in the notice, who 
does not request a hearing will be bound 
by the final order as of its effective date. 
If one person requests a hearing and 
others do not. the Commissioner may 
publish a final order covering those who 
do not request a hearing before he rules 
upon the other person's request for hear¬ 
ing. or he may delay any such final order 
and handle them all at once. 

In accordance with section 512(1) of 
the act. a final order withdrawing or 
modifying approval of an NADA re¬ 
quires that a corresponding change 
forthwith be made in the regulation 
reflecting the action taken. 

APPEARANCE AND PRACTICE (88 2.ISO AND 
2.131) 

Sections 2.130 and 2.131 relate to the 
filing of a notice of appearance In any 
formal evidentiary public hearing. No 
person need be licensed or otherwise 
specially qualified to appear on his own 
behalf or on behalf of any other inter¬ 
ested person. 

No person may participate in any pro¬ 
ceeding without first having filed a writ¬ 
ten notice of appearance under these 
provisions. A notice of appearance may 
be stricken by the presiding officer for 
good cause, in which case the person in¬ 


volved may no longer participate in the 
proceeding. 

PRESIDING OFFICER (68 2.140-2.144) 

Sections 2.140 through 2.144 relate to 
the authority and functions of the pre¬ 
siding officer. In most instances the pre¬ 
siding officer will be on administrative 
law judge. In general, the presiding 
officer shall have the authority and duty 
to conduct a fair and expeditious 
hearing. 

The Pood ami Drug Administration 
presently has no subpoena power, and 
accordingly the presiding officer has no 
authority to require witnesses to answer 
questions. In the event that a person 
whose direct testimony has been pre¬ 
sented then declines to answer any ques¬ 
tion presented by the presiding officer or 
by any other participant on cross- 
examination. however, the presiding of¬ 
ficer may strike all the testimony of that 
witness. Similarly, where a participant 
in the hearing fails to abide by the regu¬ 
lations and the orders Issued by the pre¬ 
siding officer, all evidence presented by 
that participant may properly be 
stricken from the record. 

HEARING PROCEDURES <88 1.150-2.1*5) 

Sections 2.150 through 2.165 contain 
the procedures to be utilized in the con¬ 
duct of the formal evidentiary public 
hearing. 

FILING AND SERVICE OF SUEMISSIONS 
(8 2.ISO) 

Section 2.150 requires all submissions 
relating to a formal evidentiary public 
hearing to be filed with the Hearing 
Clerk in accordance with 6 2.5. Copies of 
any such submission must be served on 
all participants in the proceeding except 
for documentary data and information. 

PETITION TO PARTICIPATE IN FORMA 
PAUPERIS <8 2.131) 

Section 2.151 provides that the Com¬ 
missioner may errant a participant's peti¬ 
tion to proceed in forma pauperis, where 
the person Ln indigent and there is a 
strong public interest justification in his 
participation, or where such participa¬ 
tion is tn the public. Interest because it 
primarily benefits the general public. 
Under these circumstances, the partici¬ 
pant need file only one copy of each sub¬ 
mission with the Hearing Clerk, and the 
Hearing Clerk shall then be responsible 
for serving copies upon all other 
participants. 

ADVISORY OPINIONS (8 2.XS2) 

8ectkm 2.152 provides for the use of 
advisory opinions to settle issues during 
the course of a formal evidentiary public 
hearing. 

DISCLOSURE OF DATA AMD INFORMATION BY 
THE PARTICIPANTS <§ 2.153) 

Section 2.153 requires the director of 
the agency bureau responsible for the 
matter involved in the hearing to sub¬ 
mit to the Hearing Clerk, before the no¬ 
tice of hearing is published, all relevant 
portions of the administrative proceed¬ 
ing. all documents in the bureau files 
containing relevant factual data and In¬ 


formation, whether favorable or unfa¬ 
vorable. all other documentary data and 
information on which the bureau relies 
for Its position, and a narrative statr- 
ment of his position on the factual issues 
involved and the type of evidence in¬ 
tended to be introduced in the hearing 
Within 60 days after the notice of hear¬ 
ing is published, oil other participant* 
must file with the Hearing Clerk the 
same information. The failure to comply 
with this requirement constitutes a 
waiver of the right to participate further 
in the hearing and. in the case of a 
party, a waiver of the right to a hearing 

The Commissioner notes that those 
portions of the administrative record 
which are not relevant to the Issues in 
the hearing will not be Included in the 
documents filed by the bureau director. 
For example, if the manufacturing and 
quality control procedures for a new drug 
are not in issue in a hearing relating to 
the drug's safety or effectiveness, they 
will not be a part of the hearing record 
and, because they arc otherwise pro¬ 
hibited from public disclosure pursuant 
to the provisions of Part 4 and the regu¬ 
lations referenced therein, will not be 
available for public disclosure. 

Such submissions may be supplemented 
later in the proceeding with the ap¬ 
proval of the presiding officer, but the 
Commissioner emphasizes that good 
cause must be shown as to why such sup¬ 
plemental material was not reasonably 
known or available, or why its relevance 
could not reasonably have been foreseen. 

No participant need file data and in¬ 
formation already filed by the Food and 
Drug Administration or by any other 
participant. Thus, participants are en¬ 
couraged to exchange and consolidate 
lists of documentary evidence to reduce 
duplicative submissions. 

rURPOSE; ORAL AND WRITTEN TESTIMONY; 

BURDEN OF PROOF (8 2.154) 

Section 2.154 governs the presentation 
of evidence and the burden of proof in • 
formal evidentiary public hearing. The 
Commissioner has concluded that, since 
the use of oral direct testimony and tlve 
use of cross-examination have been the 
principal causes for delay of Food and 
Drug Administration hearings in the 
past, most of the hearing should be de¬ 
veloped through the submission of w rit- 
ten documentary and testimonial evi¬ 
dence. Oral evidence should be permitted 
only where necessary for a full and true 
disclosure of relevant evidentiary fnett 
See, e.g.. Long Island R.R. v. United 
States. 310 F. Supp. 490 (ED.N.Y. 1970). 

Under the Administrative Procedure 
Act, 5 U.S.C. 556(d). all direct evidence 
in a formal evidentiary public hearing 
involving rule making may be required 
to be introduced In writing, and a party 
to an adjudicatory proceeding may In¬ 
troduce direct testimony either orally or 
in writing. Commentators and the courts 
have pointed out, however, that it is vir¬ 
tually impossible to draw a clear line 
between rule making and adjudicatory 
proceedings, and thus that the true na¬ 
ture of any proceedings and the require¬ 
ments applicable to them must be con- 
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sidcred by reviewing the nature of the 
L^ues involved rather than by the use of 
arbitrary labels. See, e.g.. Appalachian 
Power Co. v. Environmental Protection 
Agency, 477 F.2d 495, 500-501 (4th Cir. 
1973); City of Chicago v. Federal Power 
Comm'n., 458 K.2d 731, 739 (DC. Clr. 
1971). cert, denied. 405 U B. 1074 (1972); 
American Airlines. Inc. v. Civil Aeronau¬ 
tics Board. 359 F.2d 624, 627-632 (DC. 
Cir. 1966). cert, denied. 385 U.8. 843 
(1966); 1 Davis. Administrative Law 
Treatise §5.01; 2 Davis, Administrative 
Law Treatise I 15.03; and Note. The Ju¬ 
dicial Role In Defining Procedural Re¬ 
quirements for Agency Rulemaking. 87 
Harv. L. Rev. 782 (1974). This is par¬ 
ticularly true with respect to Food and 
Drug Administration proceedings. Al¬ 
though revocation of an antibiotic mono¬ 
graph and withdrawal of approval of a 
new drug on grounds of lock of safety or 
effectiveness Involve the identical issue, 
the former is technically regarded as 
"rule making*' whereas the latter is tech¬ 
nically regarded as ' adjudication." It is 
apparent, and the courts have recog¬ 
nized. that this distinction Is meaning- 
lew and that, under the circumstances, 
an agency may apply similar procedural 
requirements depending upon the nature 
of the Issues Involved. 

Accordingly, the Commissioner has 
concluded that the need for oral direct 
testimony should depend upon whether 
the type of proceeding involves “adjudi¬ 
catory" facts or '‘legislative" facts. Where 
the issues Involve a particular party or 
product and have no general applicabil¬ 
ity. e.g., the failure of one manufacturer 
to use adequate quality control In proc¬ 
essing a specific drug product, they will be 
regarded as adjudicatory in nature. 
Where the Issues have general applicabil¬ 
ity. as is true with the safety and effec¬ 
tiveness of a class of drugs produced by 
a number of companies, they will be 
regarded as "legislative" or "rule mak¬ 
ing" in nature. Accordingly, all issues of 
general applicability will be subject to 
the requirement for written direct testi¬ 
mony, whereas issues involving specific 
applicability and particular parties shall 
be considered adjudicatory in nAture And 
each party shall determine whether, and 
the extent to which, he wishes to pre¬ 
sent his direct testimony orally or in 
writtng. 

With respect to cross-examination, the 
Administrative Procedure Act. 5 U.S.C. 
556(d), states that the same rules shall 
apply in both rule making and adjudica¬ 
tory proceedings. Under the law. cross- 
examination shall be permitted upon a 
showing that It is necessary for a full 
8nd true disclosure of the facts. The 
Commissioner therefore adopts this 
standard, under which the presiding of- 
ucer shall in ail cases determine whether 
cio^s-cxaminatlon has been Justified. 
The burden shall be on the party Involved 
to Justify cross-examination in each in¬ 
stance in which it is requested. Ordinar- 
uy, cross-examination is justified when it 
perception or credl- 
nmty but not when It relates to a Judg¬ 
ment based on scientific, medical, or tech¬ 
nical data. 


The Commissioner emphasizes that 
these new regulations do not eliminate 
either oral direct examination or oral 
cross-examination. Rather, they require 
that any participant in a formal eviden¬ 
tiary’ public hearing Justify the need for 
such oral presentation. Where the lack of 
an oral presentation can be shown to 
prejudice any participant, the new reg¬ 
ulations provide that such an oral pres¬ 
entation shall be permitted. According¬ 
ly. formal evidentiary public hearings 
will be far less protracted and legalistic 
but will preserve the right of each partic¬ 
ipant to make a full and fair presenta¬ 
tion of his case. 

The Commissioner concludes that these 
rules fully meet the requirements of the 
Administrative Procedure Act, as inter¬ 
preted by the courts. They will neither 
hinder the parties in developing the rele¬ 
vant facts, nor unduly prolong the pro¬ 
ceeding to the detriment of the public in¬ 
terest. Any diligent party will have full 
opportunity to present all relevant infor¬ 
mation for consideration by the pre¬ 
siding officer and the Commissioner. 

Pursuant to the Administrative Pro¬ 
cedure Act. 5 U.S.C. 556(d). the propo¬ 
nent of a regulation or order has the bur¬ 
den of proof in any formal evidentiary 
public hearing. Except as otherwise pro¬ 
vided by statute, this means that, where 
an Interested person submits a petition 
to the agency but the agency modifies it 
in any significant way, the agency itself 
must bear the burden of proof with re¬ 
spect to such modification. Where the 
matter involves a drug, food additive, or 
color additive, however, the provisions of 
the act specifically place the burden of 
proof on the person contending that the 
product is safe or effective or both and 
who is requesting approval or contesting 
withdrawal of approval. In these situa¬ 
tions. the burden of proof remains on any 
such participants regardless whether the 
proceeding involves a denial of approval 
in the first instance, or revocation of 
prior approvaL See. e.g.. Environmental 
Defense Fund v. Finch. 428 F.2d 1083, 
1092 n.27 (DC. Cir. 1970) and Dow 
ChcmicAl Co. v. Ruckelshaus, 447 F.2d 
1317. 1324 (8th Clr. 1973). 

PARTICIPATION OP NONPARTIES <5 2.155) 

Section 2.155 provides that a nonparty 
participant shall have basically the same 
rights os a party to the proceeding, ex¬ 
cept that he may not submit written in¬ 
terrogatories or conduct cross-examina¬ 
tion except to the extent that the pre¬ 
siding officer finds that such additional 
rights should be granted because the par¬ 
ticipant's interests are not adequately 
protected otherwise, or It is required 
for a full and true disclosure of relevant 
evidentiary facts. Any person whose pe¬ 
tition is the subject of the hearing shall 
have the same rights as a party, even 
though he does not meet the definition 
of a party in 8 2.3(a) (10). 

CONDUCT AT ORAL HEARINGS OR CONFERENCES 

(8 a.iss) 

Section 2.156 requires dignified and 
ethical conduct by all participants In a 
hearing. Failure to observe this require¬ 


ment shall result In exclusion from the 
proceeding by direction of the presid¬ 
ing officer. Exclusion of a participant for 
improper conduct at a hearing has been 
upheld in the courts. 8ee. e.g.. Ubiotlca 
Corp. v. Food and Drug Administration, 
427 F.2d 376, 382 (6th Clr. 1970). 

TIME AND PLACE OF PREHEARING 
CONFERENCE (fi 2.157) 

Section 2.157 provides for a prehear¬ 
ing conference to be held as scheduled 
in the notice of hearing or in a subse¬ 
quent notice. 

PREHEARING CONFERENCE PROCEDURE 
(8 2 . 158 ) 

Section 2.158 describes the matters to 
be determined at a prehearing confer¬ 
ence. In general, the purpose of the 
prehearing conference is to lay out the 
full course of the hearing to the extent 
feasible, to identify all issues, to resolve 
all matters in contention between the 
participants with respect to the conduct 
of the hearing, and otherwise to take 
whatever action is necessary to assure a 
fair and efficient hearing. At the con¬ 
clusion of the prehearing conference, the 
presiding officer must prepare a written 
prehearing order summarizing all of the 
decisions made, which shall control the 
subsequent course of the hearing unless 
later modified for good cause shown. The 
presiding officer may revise the prehear¬ 
ing order as the evidence develops in 
the course of the hearing. 

SUMMARY DECISIONS (6 2.159) 

Section 2.159 provides that, just as In 
court proceedings, part or all of a for¬ 
mal evidentiary public hearing may be 
decided by summary judgment at any 
point in the proceeding. 

RECEIPT OF EVIOENCE <f 2.180) 

Section 2.160 relates to the develop¬ 
ment of evidence at a formal evidentiary 
public hearing. All participants will be 
submitting evidence during the same 
time period, rather than having it de¬ 
veloped in sequence. Separate rules are 
provided with respect to written and 
oral evidence. 

A written submission to the record is 
admissible as evidence unless the docu¬ 
ment is not authentic or is excluded In 
order to enforce the procedural require¬ 
ments of 8ubpart B. Thus, all of a par¬ 
ticipant's evidence may be excluded If he 
fails to comply with the requirements 
for a hearing, 

Written evidence will not be excluded 
as Inadmissible on the ground that It is 
irrelevant, immaterial, or repetitive. All 
such evidence shall be admitted even 
though It 1s of no probative value what¬ 
ever. The admission of written evidence 
therefore does not indicate that it Is of 
any weight or value In determining the 
issues raised at the hearing. The Com¬ 
missioner concludes that it is far prefer¬ 
able to admit all written evidence and 
then to disregard irrelevant material In 
reaching a decision, than it would be to 
spend substantial time in debating the 
admissibility of such evidence at the 
hearing. For example, a scientific study 
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or consumer survey Is admissible in evi¬ 
dence without the extensive voir dire that 
usually precedes it, In full court trials, 
and the other participants may then 
submit evidence on any alleged defects in 
the study or survey in order to support 
any contentions they may wish to make 
with respect to the weight that should 
be given to it. Admitting all written testi¬ 
mony into evidence, without considera¬ 
tion of evidentiary objections, will sub¬ 
stantially shorten the time necessary to 
conduct a hearing. 

Oral testimony, whether on direct or 
on cross-examination, will be admissible 
as evidence unless it is excluded as Irrele¬ 
vant, immaterial, or repetitive, or to 
enforce the procedural requirements re¬ 
lating to the hearing. If such evidence 
is excluded, it shall remain a part of the 
administrative record, as a proffer of 
proof, in the event that such ruling is 
later challenged on Judicial review. The 
Commissioner concludes that excluding 
irrelevant. Immaterial, and repetitious 
oral testimony will expedite the hearing 
by reducing the need for lengthy trial- 
type proceedings. Accordingly', by en¬ 
couraging the use of written testimony 
and limiting oral testimony the new reg¬ 
ulations will prevent the type of pro¬ 
longed and contentious bearings for 
which the agency has been criticised in 
the past. 

On occasion, oral testimony may be 
offered relating to matters which con¬ 
stitute trade secrets and which, pursuant 
to S 2.5<j) (3), arc prohibited from public 
disclosure. After the presiding officer has 
assured himself that this Is in fact the 
situation, he shall order the portion of 
the hearing closed which deals exclusive¬ 
ly with oral testimony, whether on direct 
examination or cross-examination, re¬ 
lating to such matters. Testimony relat¬ 
ing to other matters may not be offered 
during such a closed session. The only 
persons who may attend and participate 
in such a closed session are the witness, 
his counsel, and Federal Government Ex¬ 
ecutive Branch employees and special 
government employees. 

Any party may at any time in the 
course of the proceeding move far an or¬ 
der that the submission of oral and writ¬ 
ten evidence be concluded. It is within 
the power of the presiding officer to grant 
or deny such order. Once the taking of 
evidence is concluded, no additional evi¬ 
dence may be submitted and considered 
as part of the record unless the record 
Is reopened for that purpose. 

official notice ft a. ten 

Under 8 2.161. the presiding officer may 
take official notice of specified matters on 
his own initiative or on the motion of any 
participant. AU participants shall have 
an opportunity to object to any specific 
matter of which official notice is pro¬ 
posed to be taken. 

suers AND ARGUMENT (| 2.162) 

Section 2.162 assures all participants 
of the right to flic briefs, together with 
proposed findings of fact and conclusions 
of law. at the conclusion of the proceed¬ 


ing. The presiding officer may aLso per¬ 
mit oral argument, in his discretion. 

Where a formal evidentiary public 
hearing involves trade secret matters 
prohibited from public disclosure pursu¬ 
ant to f 2.5( j) (3), the participants who 
have access to this information, and par¬ 
ticularly Food and Drug Administration 
representatives, shall make a reasonable 
effort to avoid disclosing the details of 
such matters in a way that would reveal 
the trade secrets Involved, in their plead¬ 
ings and oral arguments. Where such 
matters ore at the very heart of the issue, 
however, and it Is essential that they be 
discussed for the issue to be resolved, 
whatever presentation is necessary un¬ 
der the circumstances will be permitted. 

INTERLOCUTORY appeal from ruling of 

PRESIDING OFFICER ($2.1621 

Ordinarily, an interlocutory appeal 
from a ruling of the presiding officer to 
the Commissioner is not permitted. Such 
an appeal pursuant to f 2.163 is allowed 
only where specifically provided for with 
respect to a particular matter in the sub- 
part. or upon certification of the matter 
by the presiding officer. 

OFFICIAL TRANSCRIPT < $ 2. IGA ) 

All oral testimony shall be transcribed. 

MOTIONS C$ 2.163) 

Under 12.165. any participant may 
make a motion with respect to any mat¬ 
ter by filing it with the Hearing Clerk 
and providing it to the other participants 
in the proceeding. 

ADMINISTRATIVE RECORD ($$ 2,170-2.173) 

Sections 2.170 through 2.173 desig¬ 
nate the contents of the administrative 
record, provide for its examination and 
correction, and state that the record Is 
the sole basis for decision on the matter 
involved. 

The administrative record begins with 
the final regulation or order and the 
objections and requests for hearing 
thereon, and thus does not include any 
proposed regulation and comments an 
it which led to the final regulation. The 
Commissioner's decision on the matter 
must be based upon the evidence intro¬ 
duced at the hearing, and not upon 
earlier comments. The original proposal 
and some of or all the comments on it 
may. of course, be introduced ms evi¬ 
dence by any participant in the hear¬ 
ing who wishes to rely upon such 
material. 

The Commissioner has carefully con¬ 
sidered the handling of data and Infor¬ 
mation relevant to a formal evidentiary 
public hearing which would otherwise 
be prohibited from public disclosure pur¬ 
suant to 21 U.8.C 331 (J) and 18 U.8.C. 
1905. as interpreted and applied in the 
recently promulgated public information 
regulations contained in 21 CFR Part 4 
and the regulations referenced therein. 
For the reasons already fully discussed 
above. $ 2.5<J) (2) and (3) provides that 
safety and effectiveness data and Infor¬ 
mation will be available for examination 
but not for copying, and that manufac¬ 
turing procedures and related Informa¬ 


tion will not be available for examination 
or copying. In the Commissioner's ex¬ 
perience. this will mean that, in virtually 
all formal evidentiary public hearing 
an of the data and information neces¬ 
sary to full and meaningful participation 
by members of the public will be acces¬ 
sible. 

RECOMMENDED, INITIAL, TENTATIVE. AND 
FINAL DECISIONS <$| 2.180-2.183) 

Sections 2.180 through 2.185 of the new 
regulations govern the initial decision of 
the presiding officer and the final deci¬ 
sion of the Commissioner. Until now, 
Food and Drug Administration regula¬ 
tions have provided that the presiding 
officer in a formal evidentiary public 
hearing shall never prepare an initial de¬ 
cision on the matters involved, but shRli 
always prepare a report and certify the 
record to the Commissioner. Thereafter, 
the Commission has prepared a tenta¬ 
tive order, with time for exception by 
any party, and then a final order after 
which judicial review can be obtained 

The Commissioner has concluded that 
the new regulations should provide for 
the full flexibility permitted by the Ad¬ 
ministrative Procedure Act. 5 U.S.C. 557 
(b). and thus should state that the Com¬ 
missioner will in each instance decide, in 
the notice of hearing, whether the pre¬ 
siding officer will prepare a recom¬ 
mended decision or an initial decision. 

Where the notice of hearing states that 
the presiding officer will prepare a rec¬ 
ommended decision, the regulations pro¬ 
vide for the same procedure that has 
been used In the post. That recommenc¬ 
ed decision will be certified to the Com¬ 
missioner with the full record, and the 
Commissioner will then publish tentative 
and final decisions. This procedure will 
ordinarily be used where the hearing in¬ 
volves broad policy issues. 

Where the notice of hearing ntalcs 
that the presiding officer will prepart an 
initial decision, or where the notice of 
hearing is silent on this matter, the uew 
regulations provide that the initial deci¬ 
sion shall stand as the final decision un¬ 
less it is appealed by a party to the Com¬ 
missioner, or the Commissioner con¬ 
cludes on his own initiative to review it. 
This procedure will ordinarily be used 
where the hearing involves narrow tech¬ 
nical issues. 

Tlie same rule applies with respect to 
the handling of trade secret information 
prohibited from public disclosure pur¬ 
suant to $ 2.5<J) (3) in an Initial or rec¬ 
ommended decision as applies under 2> 
162(c) for briefs and oral argument by 
the participants. 

If the initial decision is appealed to the 
Commissioner, or he concludes to review 
it on his own initiative, the Commis¬ 
sioner shall have all the powers he would 
have in making the initial decision. 
may take whatever action is necessary in 
the interest of justice, including a *** 
mand to the presiding officer for further 
proceedings. The scope of the Issues on 
appeal shall be the same as the scope oi 
the issues at the public hearing unless 
the Commissioner concludes to limit uw 
issues as permitted by the Adminlstruuvi 
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Procedure Act. 5 U.8.C. 557<b>. The 
Commissioner’s decision must, of course, 
be based upon substantial evidence of 
record, and shall be published in the Fed- 
i kal Register. Following his final deci¬ 
sion. any participant may petition for re¬ 
consideration or a slay of action. 

JUDICIAL REVIEW <35 3.190 AND 2 . 1 Dll 


hearing the notice of hearing will pro¬ 
vide all of the information required by 
§ 2.117(e>, and the criteria for granting 
a stay of the matter pending the hearing 
will be the some as for a formal eviden¬ 
tiary public hearing. 

MEMBERS Or A PUBLIC BOARD OF INQUIRY 
(5 2.203 > 


Sections 2.190 and 2.191 provide for 
judicial review of the Commissioner's 
Anal decision, pursuant to the specific 
statutory provisions governing the mat¬ 
ter involved. 

Public Hearing Before A Public Board 
Of Inquiry (Subpart C> 

Subpart C of the new regulations estab¬ 
lishes, as an alternative to a formal evi¬ 
dentiary public hearing, an Informal pub¬ 
lic hearing before a Public Board of In¬ 
quiry that will be conducted In the form 
of a scientific inquiry rather than as a 
legal trial. The reasons for providing this 
alternative to a formal evidentiary pub¬ 
lic hearing have been discussed fully 
above. 


scope or suBrAirr (ft 2.2001 


The Commissioner may convene a Pub¬ 
lic Board of Inquiry whenever he con¬ 
cludes, in his discretion, that it is in the 
public interest to hold a public hearing 
before such a Board with respect to any 
matter pending before the agency. Al¬ 
though no agency regulations currently 
provide for the right to a public hearing 
before a Board of Inquiry, the Commis¬ 
sioner may in the future promulgate reg¬ 
ulations providing this right. A Public 
Board of Inquiry’ may also be requested 
by any person who has an opportunity 
for a hearing pursuant to Subpart B, and 
who waives that opportunity and instead 
requests pursuant to 5 2.117 the estab¬ 
lishment of a Board to act as an admin¬ 
istrative law tribunal with respect to the 
matters Involved. The Commissioner 
may, In his discretion, accept or deny 
such a request. 

The Commissioner notes that the only 
persons who may request a Board of 
Inquiry pursuant to g 2.117 ore those 
who are. by statute, entitled to an oppor¬ 
tunity for a hearing under Subpart B. 
For example, an NDA applicant or holder 
who has received a denial of approval or 
withdrawal of approval has a statutory 
right to request a hearing on the matter, 
but no other member of the public has 
such a right. A physician or other citizen 
who wishes to have a Board inquire into 
the matter may request the Commls- 
♦ °?? r *° ortler such ft hearing pursuant 

his discretionary authority, but he has 
rtght to require cither a formal 
evidentiary public hearing or the estab¬ 
lishment of a Board of Inquiry. 


notice of a public bearing BE! our. A 
public board OF INQUIRY <§ 2.201) 


11 * 5 determined that a I 
25 ** established, a notice of he 
22 be published pursuant to t 
which will provide the essential info 
Uon about the hearing. If the hear 
to of a formal evidentiary 1 


Section 2.202 requires that the mem¬ 
bers of a Board have medical, technical, 
scientific, or other qualifications relevant 
to the issues to be considered at the 
hearing. The members will be special 
government employees and thus subject 
to the conflict of interest rules applicable 
to such employees. Although a Board 
member may be a full-time or part-time 
Federal government employee or serve 
on a Flood and Drug Administration ad¬ 
visory’ committee, he may not be a full¬ 
time or part-time employee of the agency 
or otherwise act as a consultant to the 
agency unless all of the parties to the 
proceeding agree. 

Within 30 days after the notice of the 
hearing before the Board is published in 
the Federal Register, each of the parties 
to the proceeding and any person whose 
petition is the subject of the hearing 
shall submit a list of five nominees for 
members of the Board. Such persons may 
agree upon a single list of nominees. Fol¬ 
lowing receipt of such lists, such persons 
may submit comments on the other lists 
submitted. The Commissioner shall then 
review the lists and comments and select 
one member of the Board from the lists 
submitted by the director of the agency 
bureau involved and any person whose 
petition is the subject of the hearing, one 
member from the lists submitted by the 
other parties, and one member of his 
own choosing from any source whatever 
who shall serve as the Chairman of the 
Board. Thus, although the parties shall 
have a right to participate in the selec¬ 
tion of the members of the Board, the 
Commissioner shall have the final deter¬ 
mination on this matter. 

In lieu of the nomination procedure 
set out above, the parties to such a pro¬ 
ceeding and any person whose petition 
is the subject of the hearing may meet 
and agree upon any other method of se¬ 
lection- that is reasonable, subject to the 
approval of the Commissioner. For ex¬ 
ample. any standing advisory committee 
of the agency may be utilized as the 
Board for a particular proceeding. 

Since the Board Is acting as an admin¬ 
istrative law tribunal with the consent of 
the parties involved, it does not meet the 
definition of an “advisory committee" 
and thus is not subject to the require¬ 
ments of the Federol Advisory Commit¬ 
tee Act or Subpoxt D of these regula¬ 
tions. On the other hand, the procedures 
established for a Board clearly meet all 
of the requirements with respect to pub¬ 
lic notice and participation for an advi¬ 
sory committee. The only difference Is 
that a Board utilizes a public notice of 
hearing rather than a charter, and is not 
required to be approved by the Office of 
Management and Budget end the De¬ 
partment. 


SEPARATION OF FUNCTIONS; EX PARTE COM¬ 
MUNICATIONS'. ADMINISTRATIVE SUPPORT 

it 2.202) 

To assure objectivity and fairness, the 
proceedings of a Board are subject to the 
same provisions with respect to separa¬ 
tion of functions and ex parte communi¬ 
cations os are the proceedings of a for¬ 
mal evidentiary public hearing. Similarly, 
administrative support for a Board shall 
be provided only by the office of the 
Commissioner and not by the Bureau 
which is a party- to the proceeding. 

SUBMISSIONS TO A PUBLIC BOARD OF INQUIRY 
(5 2.204) 

All submissions to the Board shall be 
filed with the Hearing Clerk in accord¬ 
ance with the general requirements 
established In §2.5. Documentary data 
and Information need be filed only with 
the Hearing Clerk, but all submissions 
that arc generally' regarded as “plead¬ 
ings." such as transmittal letters, sum¬ 
maries, statements of position, and other 
similar documents, a s well as any certi¬ 
fication of service required by § 2.204(d), 
shall be sent to each participant so that 
he will understand the position of all of 
the participants and will be able to fol¬ 
low the progress of the proceeding. The 
same provisions with respect to partici¬ 
pating in forma pauperis apply to a 
public hearing before a Public Board of 
Inquiry as apply to a formal evidentiary 
public hearing 

DISCLOSURE OF DATA AND INFORMATION BY 
THE PARTICIPANTS (§ 2.20S> 

Section 2.205 requires that the director 
of the responsible agency bureau flic with 
the Hearing Clerk, before the notice of 
hearing is published, the relevant por¬ 
tions of the administrative record of the 
proceeding up to that time, a list of the 
persons whose views will be presented 
orally or in writing at the hearing, all 
relevant documents in the agency flies 
containing factual data and information, 
whether favorable or unfavorable, and aU 
other documentary data and information 
on which he relies. In this way, the full 
position of the agency with respect to the 
matters involved will be made public at 
an early date. 

Within 60 days after the notice of 
hearing, each participant in the proceed¬ 
ing who has submitted a notice of ap¬ 
pearance is required to submit the same 
information. Because the agency will 
already hare ftled its information, no 
participant need submit duplicative doc¬ 
uments. This will substantially reduce 
the amount of paperwork involved. 

These submissions may be supple¬ 
mented later in the proceeding upon a 
showing of good cause, but no partici¬ 
pant may fail to conduct an adequate 
search and then later supply new infor¬ 
mation that could reasonably have been 
found at the time of the initial submis¬ 
sion. 

The Commissioner believes that it is 
important that this section be complied 
with fully. Accordingly, the failure to 
comply. e.g., the failure to submit any 
data and information as required by 
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$ 2,205 <a> and tb). shall constitute a 
waiver of the right to participate fur¬ 
ther in the hearing and. in the case of a 
party, shall constitute a waiver of the 
right to a hearing. 

PROCEEDINGS OF A PUBLIC BOARD OF INQUIRY 
<| 2.206) 

Section 2.206(a) makes It clear that 
the purpose of a Board is to review com¬ 
plex technical issues in a reasonably 
short time by using the informal ap¬ 
proach of a scientific Inquiry rather than 
the formal procedures of a legal trial. 
Accordingly, it is anticipated that there 
will be little, if any, need for participa¬ 
tion by attorneys in the proceeding. The 
participants will primarily be the scien¬ 
tists and others with technical back¬ 
grounds who wish to present data and 
information relevant to issues raised at 
the hearing. The agency’s Chief Counsel 
will participate only to the extent that 
he is requested by the Chairman of the 
Board to provide legal assistance to the 
Board. 

The Chairman of the Board shall de¬ 
termine the order in which the parties 
and participants make their presenta¬ 
tions. Such order of presentation may 
well be the subject of a prior agreement. 
Each participant may then proceed with 
his presentation, which shall be made 
without interruptions and without ob¬ 
jection or other legalistic procedures. At 
the conclusion of a participant's presen¬ 
tation. each of the other participants 
may briefly state questions or criticism 
and suggest further questioning with re¬ 
spect to specific matters. The members 
of the Board may interrupt a participant 
at any time to ask questions, and may 
conduct further questioning at the con¬ 
clusion of the participant’s full presen¬ 
tation either on their own initiative or 
at the suggestion of the other partici¬ 
pants. The exact nature of the proceed¬ 
ing will largely be in the discretion of 
the Chairman, who shall be the presid¬ 
ing officer and shall have all of the 
powers necessary to conduct a fair and 
expeditious hearing. 

Following the initial session, each par¬ 
ticipant shall have 30 days within which 
to submit additional w r rlttcn informa¬ 
tion. If a second session is requested and 
justifled by any participant, the Chair¬ 
man shall schedule it. Each hearing shall 
be subject to the same procedural re¬ 
quirements. 

In addition to hearing the views of the 
participants, the Board may independ¬ 
ently consult with any other person who 
it concludes may have useful informa¬ 
tion. All such consultation must be at an 
announced hearing of the Board unless 
all participants agree that it may be 
done in writing. 

Moreover, any participant In the pro¬ 
ceeding may submit to the Board a re¬ 
quest that it consult with specific persons 
who may have useful information. The 
Board may accept or deny such a re¬ 
quest. In its discretion. 

All hearings of a Board will be con¬ 
ducted in open session, and thus may be 
attended by any interested person, ex¬ 
cept for presentation of data and in¬ 


formation constituting trade secrets 
which arc prohibited from public dis¬ 
closure pursuant to $2.5(J>(3). Presen¬ 
tation of such material shall be at a 
session closed to all persons except those 
making and participating in the presen¬ 
tation and Federal Government Execu¬ 
tive Branch employees and special gov¬ 
ernment employees. The person making 
the presentation may bring with him 
only such persons who are employees, 
consultants, or other persons with whom 
he has a commercial arrangement within 
the meaning of §4.81'a>. and thus to 
whom disclosure Is properly made with¬ 
out destroying the trade secret status of 
the material. 

At the conclusion of all hearings, the 
Board will permit the participants to 
submit written statements on their posi¬ 
tions. with proposed findings and con¬ 
clusions. Oral argument may also be 
permitted, in the discretion of the Board. 
The Board will then prepare its findings 
and conclusions on the matter involved. 

ADMINISTRATIVE RECORD OF A PUBLIC BOARD 
OF INQUIRY <$ 2.20?) 

Section 2.207 specifies the administra¬ 
tive record of a hearing before a Board. 
The administrative record shall be on 
public display and, except for trade 
secrets and other confidential informa¬ 
tion. available for copying. 

EXAMINATION OF ADMINISTRATIVE RECORD 
($ 2.208) 

The same provisions with respect to 
confidentiality of information submitted 
in tlie course of the hearing shall apply 
to the proceedings of a Board as apply in 
a formal evidentiary public hearing. In 
addition, both the lists of nominees for 
members of a Board and any comments 
thereon shall not be made available for 
public examination or copying at any 
time. 

RECORD FOR ADMINISTRATIVE DECISION 
($ 2.209) 

The administrative record of the pub¬ 
lic hearing constitutes the exclusive rec¬ 
ord for decision on the matter. If the 
public hearing Is held in lieu of a formal 
evidentiary public hearing pursuant to 
$2,117. the findings and conclusions of 
the Board shall constitute an initial deci¬ 
sion unless the notice of hearing specif¬ 
ically states that they shall constitute a 
recommended decision. Thereafter, the 
participants in the proceeding may pur¬ 
sue the administrative and court reme¬ 
dies that are available as specified in 
$$ 2.180 through 2.191. 

Public Hearing Before a Public Advis¬ 
ory Committee (Subpart D> 

Subpart D governs all proceedings and 
activities of Food and Drug Administra¬ 
tion advisory committees. 

SCOPE OF SUBPART <$ 2.300) 

Because of the requirements in this 
subpart for public notice and participa¬ 
tion. all proceedings before a public ad¬ 
visory committee constitute a public 
hearing on the matters involved. Any in¬ 
terested person Is entitled to present his 
views for the consideration of the ad¬ 


visory committee, and the committee 
proceedings constitute part of the ad¬ 
ministrative record on the basis of which 
the agency makes its determination with 
respect to that matter. 

The Commissioner may utilize a public 
advisory committee with respect to any 
matter on his own initiative, pursuant to 
specific provisions in other sections of 
agency regulations, or at the request of 
any interested person. Section 2.300(a) 
<2) of the regulations lists five specific 
provisions in existing laws and regula¬ 
tions which provide for the use of a pub¬ 
lic hearing before a public advisory com¬ 
mittee as part of the administrative 
process. Pursuant to $ 2.117. a person who 
has a right to an opportunity for a formal 
evidentiary public hearing may waive 
that opportunity and in lieu thereof re¬ 
quest a public hearing before a public 
advisory committee. 

As defined in the Federal Advisory 
Committee Act in $ 2.3(a) (14). an ad¬ 
visory committee means any group or 
subgroup thereof that is not composed 
wholly of full-time employees of the Fed¬ 
eral government and is established or 
utilized by the Food and Drug Adminis¬ 
tration to obtain advice or recommenda¬ 
tions. On the basis of guidelines estab¬ 
lished by the Office of Management and 
Budget and the Department of Justice, 
and other available materials, the Com¬ 
missioner has set out in $ 2.300(b) a set 
of general principles governing the de¬ 
termination wliether a committee or 
group falls within the definition of an 
advisory’ committee. All Food and Drug 
Administration advisory committees are 
also listed in $ 2.340. 

In general, an advisory committee 
shall ordinarily have a fixed membership, 
a defined purpose of providing advice to 
the agency on a particular matter, reg¬ 
ular or periodic meetings, and an or¬ 
ganizational structure, and shall serve os 
a source of independent advice rather 
than as a representative of or advocate 
for any particular interest. The Commis¬ 
sioner notes that the agency is charged 
with seeking out the views of all segments 
of tlie public on enforcement of the laws 
he administers. Thus, the fact that the 
agency meets with and requests the com¬ 
ments of a group on pending regulatory 
matters, or that a group regularly meets 
with the agency, does not necessarily 
mean that it is an advisory committee 
which is utilized by the agency. The pro¬ 
visions relating to advisory committees 
are not applicable, for example, to rou¬ 
tine meetings, discussions, and other 
dealings, including exchanges of view*, 
between the agency and any committee 
representing or advocating the particular 
Interests of consumers, industry, profes¬ 
sional organizations, or others. If this 
were not true, the Food and Drug Ad¬ 
ministration would be precluded from 
meeting with any group of individuals 
Interested in the activities of the agency 
Thus, when a consumer organization or 
trade association meets with the agenc> 
to obtain a briefing on various matters, or 
to protest certain action or lack of ac¬ 
tion, it is not an advisory committee for 
that purpose. 
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establishment and renewal or pubuc 
ADVISORY COMMITTEES ($2,301) 

Before any advisory committee may be 
established by the Commissioner, it must 
first be approved by the Department and 
the Office of Management and Budget. 
Its establishment shall then be published 
in the Federal Register, and the per¬ 
manent list of standing advisory com¬ 
mittees in 9 2.340 will be amended to 
include It. • 

TERMINATION OF TUBLIC ADVISORY COM¬ 
MITTEES 2.302) 

Ail advisory committees except those 
established by statute shall terminate 
every 2 years unless renewed for an ad¬ 
ditional period. The only two permanent 
statutory advisory committees estab¬ 
lished under the laws administered by 
the Commissioner arc the Technical 
Electronic Product Radiation Safety 
Standards Committee <TEPR&SC> and 
the Board of Tea Experts. 

PURPOSE or PUBLIC HEARING BEFORE PUB¬ 
LIC ADVISORY COMMITTEE (9 2.303) 

The Commissioner may use a public 
advisory committee to hold a public 
hearing on any matter pending before 
the Food and Drug Administration. The 
function of the advisory committee is to 
provide advice and recommendations to 
the Commissioner. The Commissioner is 
charged with sole statutory responsi¬ 
bility for making the ultimate deter¬ 
mination with respect to action to be 
taken and policy to be expressed with 
respect to such matters. 

PORTIONS or PUBLIC ADVISORY COM¬ 
MITTEE MEETING8 <$ 2.304) 

An advisory committee meeting may 
have four separable portions as described 
below. Every advisory committee 
meeting must have at least the first 
portion (an open public hearing). 
Whether or not it also has the other 
three portions will depend upon the 
specific meeting Involved. 

1. The open public hearing. Every ad¬ 
visory committee meeting must include 
an open portion which shall constitute 
a public hearing on the issues pending 
before the advisory committee. During 
this portion, any interested person may 
present data, information, or views, 
orally or in writing. 8ection 2.312 
specifics the manner in which the hear¬ 
ing shall be conducted. 

2. The open committee discussion. All 
discussion of any pending matter by an 
advisory committee shall be in an open 
portion of Us meeting, unless that por¬ 
tion has been closed in accordance with 
the provisions established in § 2.318. The 
Commissioner concludes that, to the 
maximum extent feasible, an advisory 
committee should conduct its discussion 
of pending matters in the open por¬ 
tion. Ordinarily, there will be no public 
participation during this discussion by 
the advisory committee, but the 
chairman of the advisory committee 
may permit such further public partici¬ 
pation when he concludes that It would 
be in the public interest and helpful to 
the advisory committee. 
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3. The closed presentation of data. On 
occasion, it may be important for an in¬ 
terested person to present to an advisory 
committee, for its consideration, data 
and information which are prohibited 
from public disclosure pursuant to the 
provisions relating to public information 
contained In Part 4 of the agency regu¬ 
lations. Such presentations shall be 
made In a closed portion of a meeting. 
The Commissioner emphasizes, however, 
that this will be the exception rather 
than the rule, and will occur only when 
the information Is clearly confidential. 

4. The closed committee deliberations. 
Deliberations with respect to matters 
pending before an advisory committee 
may properly be made in a closed portion 
of its meeting, if the Commissioner makes 
an appropriate determination pursuant 
to 9 2.318. A court has specifically held 
that a Food and Drug Administration 
advisory committee may properly con¬ 
duct its deliberations In private, and 
other courts have similarly' recognized 
the need to protect the confidentiality of 
such internal discussions in order to pro¬ 
mote free and frank consideration of Is¬ 
sues among government employees and 
consultants. See Smart v. Food and Drug 
Administration (NJD. Cal. 1974); Wash¬ 
ington Research Project, Inc. v. Depart¬ 
ment of Health, Education, and Welfare, 
504 F.2d 238. 246-252 (D.C. Cir. 1974); 
Montrose Chemical Corp. v. Train, 491 
F.2d 63. 66-71 (D.C. Cir. 1974); Grum¬ 
man Aircraft Engineering Corp. v. Re¬ 
negotiation Board. 482 F.2d 710. 718-720 
(D C. Cir. 1973); Wu v National Endow¬ 
ment for Humanities, 460 F 2d 1030, 1032 
(5th Cir. 1972); Souclc v. David, 448 F.2d 
1067,1078 n.44 (D.C. Cir. 1971). 

NOTICE OF PUBLIC HEARING BEFOUL A PUBLIC 
ADVISORY COMMITTEE (f 2.300) 

Before the first day of each month, and 
at least 15 days before any meeting, the 
Commissioner must issue a notice in the 
Federal Register containing informa¬ 
tion on all advisory committee meetings 
to be held during the coming month. Ad¬ 
ditional notices may also be published, 
at least 15 days in advance of the meet¬ 
ing, except that a shorter notice period 
may be authorized where an Immediate 
meeting of an advisory* committee is re¬ 
quired. and no notice in the Federal Reg¬ 
ister Is required in emergency situations. 
Whenever shorter notice 1* given or no 
notice Is published in the Federal Regis¬ 
ter, public notice shall be given at the 
earliest time and in the most accessible 
form feasible. 

The Federal Register notice shall in¬ 
clude all relevant Information on the ad¬ 
visory committee meeting. Including the 
agenda items and. if any portion of the 
meeting is closed, the time of the open 
and closed portions. The name, address, 
and telephone number of the advisory 
committee executive secretory shall also 
be Included. 

Where a public hearing before a pub¬ 
lic advisory committee is used in lieu of 
a formal evidentiary public hearing pur¬ 
suant to 12.117, the initial notice of 
hearing shall be published separately in 
the Federal Register containing all of 


22975 

the information described in |2.H7<c*. 
The Commissioner may also publish such 
separate notices In the Federal Register 
whenever he concludes that It would be 
informative to do so, e.g., the notices re¬ 
lating to public hearings before advisory 
committees on intrauterine devices pub¬ 
lished in the Federal Register of July 15. 
1974 <39 FR 25967). on reserpine pub¬ 
lished in the Federal Register of Octo¬ 
ber 1, 1974 (39 FR 35404). and on me¬ 
droxyprogesterone acetate injectable 
and other systemic steroidal contracep¬ 
tive* published in the Federal Register 
of March 21. 1975 <40 FR 12830). 

In addition to the notice published in 
the Federal Register, the Pood and Drug 
Administration will also distribute Its list 
of advisory' committee meetings to the 
press and will place them on its prospec¬ 
tive public calendar. 

CHAIRMAN or A PUBLIC ADVISORY 

COMMITTEE (| 2.30*) 

The advisory committee chairman 
shall have full authority to conduct the 
meetings of the advisory committee. 
Each advisory committee shall also have 
an executive secretary or other desig¬ 
nated agency employee, and an alternate, 
appointed by the Commissioner, who 
serves as staff to the advisory committee 
for the agency. 

As required by the Federal Advisory 
Committee Act, a designated Federal em¬ 
ployee shall be assigned to each advisory 
committee, and shall be authorized to 
adjourn any meeting whenever he deter¬ 
mines adjournment to be In the public 
Interest No advisory committee meeting 
may be conducted without the presence 
and approval of the designated Federal 
employee. 

meetings or a public advisory 

COMMITTEE <9 2.30?) 

Section 2.307 requires that there be an 
agenda for every advisory committee 
meeting. The Commissioner notes that, 
because the agenda must ordinarily be 
prepared at least 30 days in advance of 
a committee meeting to meet the re¬ 
quirement for publication in the Federal 
Register before the first day of each 
month and at least 15 days before the 
meeting, it Is entirely possible that other 
agenda Items may be added after its pub¬ 
lication. The agency will take reasonable 
steps to anticipate agenda Items, in order 
to minimize this problem. Where an 
agenda Item is added to those published 
in the Federal Register, an attempt will 
be made to Inform those persons known 
to be Interested in the matter. Such 
changes will be announced at the begin¬ 
ning of the open portion of the meeting 

As a general rule, all advisory commit¬ 
tee meetings will be held in Washington. 
DC. or Rockville. MD. wiicre the Food 
and Drug Administration is located A 
different location may be approved to ob¬ 
tain cost savings, or when it Is at a more 
central location, or the majority of the 
advisory committee members will be 
there at no expense to the Food and 
Drug Administration for other reasons, 
or to facilitate Increased participation on 
any matter, or to be near specific infor¬ 
mation or facilities relevant to the ad- 
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visory committee's work. e.g., a labora¬ 
tory working on a particular matter. 

Discussion of advisory committee pro¬ 
ceedings by members of the committee 
has often been a source of confusion. The 
new regulations provide that such dis¬ 
cussion is permissible, as soon as the 
meeting is completed and before official 
minutes or a report are available, within 
the specific rules set out in the regula¬ 
tions. In general, there must be no at¬ 
tribution of individual views or discus¬ 
sion relating to trade secrets or specific 
matters that are determined by the ad¬ 
visory committee or the agency to be 
confidential, but all other matters can 
be freely discussed. 

CONSULTATION BY A PUBLIC ADVISORY COM¬ 
MITTEE WITH OTHER PERSONS < $ 2.308> 

An advisory committee may consult 
with any person who it concludes may 
have useful data, Information, or views 
relating to any matter pending before 
it. Other interested persons may also 
recommend that the advisory committee 
consult with specific individuals, and the 
advisory committee may grant or deny 
such a request. 

ADDITIONAL RULES FOR A PARTICULAR PUBLIC 
ADVISORY COMMITTEE <§ 2.3091 

The Commissioner recognizes that, in 
addition to the rules established for all 
Food and Drug Administration advisory 
committees, any individual advisory 
committee may wish to adopt additional 
rules. Section 2.309 permits such addi¬ 
tional rules with the concurrence of the 
agency, as long as they are not incon¬ 
sistent with the new* regulations or legal 
requirements. 

COMPILATION OP MATERIALS FOR MEMBERS 
OF A PUBLIC ADVISORY COMMITTEE (5 2.310) 

The Food and Drug Administration 
has been criticized for failing to provide 
a comprehensive compilation of salient 
information and background material 
to all advisory committee members for 
their periodic review relating to their 
duties and responsibilities. 8ectlon 2.310 
of the new regulations provides that such 
a compilation will be prepared and dis¬ 
seminated, and will contain all perti¬ 
nent background information that may 
be helpful to the specific committee in¬ 
volved. 

WHITTEN SUBMISSIONS TO A PUBUC ADVIS¬ 
ORY COMMITTER <{ 2.311) 

Section 2.311 permits any interested 
person to make wTittcn submissions to 
a public advisory committee before, dur¬ 
ing. or after any advisory committee 
meeting. Such submissions may be at the 
request of the advisory committee or on 
the initiative of any interested person. 
Ten copies of such submissions shall be 
sent to the executive secretary of the 
advisory committee. No copies need be 
sent to the Hearing Clerk. 

The Commissioner shall provide to an 
advisory committee all data and infor¬ 
mation he concludes to be relevant to 
any matter pending before the advisory 
committee, but any member of the ad¬ 
visory committee shall upon request also 
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be provided whatever other material Is 
available to the agency which is related 
to the matter. In particular, any mem¬ 
ber of the advisory committee shall be 
entitled to review raw data underlying 
any summary or report. If he wishes to 
do so. Raw data cannot routinely be pro¬ 
vided to ail committee mmbers in all 
instances because of the massive amount 
of paperwork Involved, but all advisory 
committee members who wish to review 
such data may do so. 

CONDUCT OF A PUBUC HEARING BEFORE A 
PUBUC ADVISORY COMMITTEE ({2.313) 

Under the provisions of 9 2.312. no 
Food and Drug Administration advisory 
committee may meet without having an 
open portion for public particlp&tiou 
which shall be a public hearing on the 
matters being considered by the advisory 
committee. The hearing shall be at least 
l hour long, unless the public participa¬ 
tion does not last that long, and may last 
for whatever length of time the advisory 
committee chairman determines will fa¬ 
cilitate the work of the committee. 

In the past, agency notices of public 
advisory committee meetings have speci¬ 
fied a 1-hour open portion, where the 
remainder of the mooting is closed, and 
have failed to point out that this is the 
minimum rather than the maximum 
time allocated for public participation. 
In many instances, the hearing has 
lasted far beyond the allotted hour, and 
has extended up to the entire day. Ac¬ 
cordingly. future notices of advisory 
committee meetings will make tills clear. 
A particular advisory committee meet¬ 
ing w’hich is scheduled for more than 
one day nonetheless constitutes a single 
meeting for purposes of scheduling the 
open and closed portions. 

8ection 2.312 specifies the manner in 
which the public hearing before a public 
advisory committee shall be conducted. 
Persons who wish to be assured of an 
opportunity to make an oral presenta¬ 
tion must so inform the committee ex¬ 
ecutive secretary prior to the meeting. 
The executive secretary will then allot 
to each such person reasonable time for 
his presentation. 

At the hearing, each person may use 
his allotted time in any reasonable way. 
The person making the presentation 
may be accompanied by others, to assist 
him. Persons making presentations will 
be taken in order, and if anyone is not 
present for his allotted time an attempt 
will be made to hear him at the conclu¬ 
sion of the hearing, as well as others who 
did not request an opportunity to make 
an oral presentation. 

The chairman and other members of 
the advisory committee sit as a panel 
in conducting the hearing. They may 
question any person during or at the 
conclusion of his presentation, but no 
other person attending the hearing may 
conduct such questioning. The hearings 
shall be informal in nature, without 
motions or objections or other similar 
legal procedures. In short, the hearing 
will be conducted very much like hear¬ 
ings conducted by legislative bodies, in 


the same manner as a public hearing 
before the Commissioner pursuant to 
Subpart E. 

MINUTES AND REPORTS OF PUBLIC ADVISORY 
COMMITTEE MEETINGS ({2.313) 

For every advisory committee pro¬ 
ceeding, the executive secretary must 
prepare detailed minutes of the commit¬ 
tee's activities. In the past, such minutes 
have at times been very detailed and ut 
other times very general. The Commis¬ 
sioner has advised all executive secre¬ 
taries that detailed minutes are required, 
and these regulations so provide. 

Under the regulations, an advisory 
committee meeting Is broken down into 
open and closed portions. 

The open portion has two parts and 
includes both the open public hearing 
and the open advisory committee discus¬ 
sion. The open public hearing Involves 
the presentation of views by interested 
members of the public, and any presen¬ 
tation of data and information by the 
Food and Drug Administration which 
are not confidential. The open portion 
may also include discussion by the ad¬ 
visory committee of all of the available 
data and Information, to the extent that 
the presence of observers will not in¬ 
hibit the discussion and thus interfere 
with the advisory committee or agency 
operations. The length of the open por¬ 
tion will vary from committee to com¬ 
mittee, and from meeting to meeting, 
depending upon the agenda and other 
relevant factors. In general. It is the 
policy of the Commissioner to conduct 
as much of an advisory committee meet¬ 
ing in open session as is feasible. 

The closed portion of an advisory com¬ 
mittee meeting may Include both the 
presentation of confidential information 
and closed advisory committee delibera¬ 
tions. Data and information that are pro¬ 
hibited from public disclosure pursuant 
to 21 U.S.C. 331 (J) and 18 U.6.C. 1905. or 
by any provision in the public Informa¬ 
tion regulations In 21 CFR Part 4, may 
properly be presented in such a closed 
portion. The person who owns such data 
and information may make such pres¬ 
entation. and may be accompanied by a 
reasonable number of persons to assist 
him. The use of this procedure will, how¬ 
ever. be extremely rare. In accordance 
with 21 CFR Part 4 and the regulations 
referenced therein, a summary of safety 
and effectiveness data is Itself not confi¬ 
dential. Accordingly, oral presentation of 
such data will be in open session unless it 
relates to matters that are truly confiden¬ 
tial, e.g., an IND or NADA the existence 
of which has not previously been dis¬ 
closed to the public. 

The other part of a closed advisory 
committee meeting is the executive ses¬ 
sion, during w r hich the advisory commit¬ 
tee deliberations take place and the rec¬ 
ommendations of the advisory committee 
are formulated. This portion is closed to 
permit free and open discussion of views, 
and formulation of the best advice pos¬ 
sible for the consideration of the Com¬ 
missioner. In addition, such closed ses¬ 
sion may involve discussion of trade se- 
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cret material, information that may not 
be released on the ground that it would 
invade personal privacy, and confidential 
regulatory Issues pending before the 
agency. 

To facilitate release, advisory commit¬ 
tee minutes will be kept separately for 
three portions of the meeting: The open 
portions, the closed portion for presenta¬ 
tion of confidential information, and the 
closed executive session for advisory com¬ 
mittee deliberations. The minutes of a 
closed executive session of a meeting will 
not refer to advisory committee members 
by name, to encourage free discussion of 
the issues involved. 

TRANSCRIPTS OF PUBUC ADVISORY 
COMMITTEE MEETINGS (8 2.314) 

Present law does not require that a 
transcript or other recording be made of 
either open or closed portions of an ad¬ 
visory committee meeting. The Commis¬ 
sioner has concluded that each advisory 
committee should decide whether some 
type of recording should be made and, If 
so, by what means, e.g.. stenographer or 
tape. Any transcript or recording of any 
portion of an advisory committee meet¬ 
ing that is made by the agency, or other¬ 
wise furnished to the agency, shall be re¬ 
tained by the agency and shall not be dis¬ 
carded or erased. 

The Commissioner emphasizes, how¬ 
ever, that a transcript or recording of a 
closed portion of an advisory committee 
meeting shall be retained as confidential 
by the agency and shall not be considered 
by the agency or included in the record 
of the advisory committee proceeding, for 
the reasons set out In the preamble to 
the notices discussing this subject in the 
context of the OTC drug review, pub¬ 
lished in the Federal Register of June 4 
and November 8, 1974 (39 FR 19878, 
39556). The Commissioner shall not refer 
to or otherwise consider any such tran¬ 
script or recording in his review of the 
advisory committee recommendations 
and his decision on the matter involved. 

ADMINISTRATIVE RECORD OF A PUBLIC HEAR¬ 
ING BEFORE A PUBLIC ADVISORY COMMIT¬ 
TEE (( 2.316) 

Section 2.315(a) specifies the adminis¬ 
trative record of the advisory committee 
proceedings with respect to a specific 
matter. That record shall be included as 
a part of the record of any administra¬ 
tive proceeding involving that matter. 

EXAMINATION OF ADMINISTRATIVE RECORD 

AND OTHER ADVISORY COMMITTEE RECORDS 

<1 2.316) 

8ection 2.316<a) sets out. in detail, the 
specific time at which the various por¬ 
tions of the administrative record and 
other advisory committee records will be 
made available for public disclosure. 

As a general rule, data and informa- 
contained in the administrative rec¬ 
ord which were provided to the advisory 
committee by the agency and are exempt 
Irc PJJ Public disclosure pursuant to the 
public information regulations, or which 
were presented to the advisory commit* 
by * Person making a presentation 
*fld which are prohibited from public 
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disclosure pursuant to such regulations, 
shall not be available for public examina¬ 
tion and copying. The sole exception to 
this general rule is where a public hear¬ 
ing before a public advisory committee is 
being used in lieu of a formal evidentiary 
hearing pursuant to the provisions of 
$2.117, in which case the limited 
disclosure of safety and effectiveness 
data pursuant to 8 2.5<JH2> shall be 
applicable. 

The new regulations require that the 
Public Records and Documents Center 
maintain a file for each advisory com¬ 
mittee containing the principal records 
relating to that committee, i.e., the ad¬ 
visory committee charter, the list of 
members and their curricula vitae, the 
advisory committee minutes, and any 
formal advice or report of the advisory 
committee. These are the records for 
which public disclosure is most often 
sought. 

PUBLIC INQUIRIES AND REQUESTS FOR PUB¬ 
LIC ADVISORY COMMITTEE RECORDS 

<| 2 . 317 ) 

All requests for records shall be in 
accordance with the recently promul¬ 
gated public information regulations, 
and particularly 8 4.40. General Inquiries 
may be handled by the agency’s Com¬ 
mittee Management Officer or the exec¬ 
utive secretary of a particular advisory 
committee. 

DETERMINATION TO CLOSE PORTIONS OF 

PUBLIC ADVISORY COMMITTEE MEETINGS 

(« 2.3X8) 

Section 2.318 sets out the circum¬ 
stances under which the Commissioner 
may make a determination to close a 
portion of a public advisory committee 
meeting. As already noted, under no cir¬ 
cumstances will all portions of a public 
advisory committee meeting be closed to 
the public. 

The executive secretary of an advisory 
committee shall prepare the initial re¬ 
quest for a determination to close a por¬ 
tion of an advisory committee meeting, 
which shall be forwarded to the agency 
Committee Management Officer and. 
from his office, to the office of the Chief 
Counsel and to the Commissioner. Based 
upon this request, the Commissioner may 
conclude to close a portion of the meet¬ 
ing, if the requirements of the regula¬ 
tions are satisfied, or may conclude that 
the portion should remain open. 

The regulations set out various cri¬ 
teria for determining whether to close a 
portion of a meeting. Information pro¬ 
hibited from disclosure under 21 CFR 
Part 4 and the regulations referenced 
therein, c.g.. trade secrets or material 
that would invade personal privacy, shall 
be dbteussed only in closed session. Advi¬ 
sory committee deliberation on regula¬ 
tory decisions with respect to specific 
ingredients or products or pending ap¬ 
plications for IND or NDA products will 
ordinarily be conducted In closed session. 
On the other hand, discussion of policy 
issues, such as general testing protocols 
or labeling for a class of drugs, or other 
information that has already been dis¬ 
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closed to the public, will be conducted 
only in open session. 

A closed session shall be limited to the 
advisory committee members and em¬ 
ployees and consultants of the Executive 
Branch of the Federal Government. If 
any other person attends such a portion, 
except to present confidential material, 
It must be opened to all interested per¬ 
sons. Of course, the Food and Drug Ad¬ 
ministration may properly limit attend¬ 
ance of consultants and employees at 
advisory committee meetings to those 
whose attendance is appropriate for the 
conduct of their work. 

ADMINISTRATIVE REMEDIES (| 2.310) 

Section 2.319 provides procedures un¬ 
der which any person may contest action 
taken by an agency employee or an ad¬ 
visory committee relating to any aspect 
of Subpart D or the Federal Advisory 
Committee Act. If improper action has 
been taken, the Commissioner shall tAke 
appropriate steps to remedy the error 
and to prevent its recurrence, 

APPLICABILITY TO CONGRESS <8 2.320) 

Under the Federal Advisory Commit¬ 
tee Act, Congress stands on the same 
legal footing as any other member of the 
public. Accordingly, the provisions of 
Subpart D apply to Congress In the same 
way that they apply to any other mem¬ 
ber of the public, except that disclosure 
of advisory committee records to Con¬ 
gress shall be governed by 8 4.87 of the 
public, information regulations. 

COMMITTEES WORKING PURSUANT TO A CON¬ 
TRACT WITH THE FOOD AND DRUG ADMIN¬ 
ISTRATION <8 3.321) 

The Department of Justice has pro¬ 
vided an opinion to the Food and Drug 
Administration that, when the agency 
contracts with another organization to 
obtain advice and recommendations on 
particular matters, and that organization 
in turn utilizes a committee to prepare 
such advice and recommendations, the 
provisions of the Federal Advisory Com¬ 
mittee Act do not apply if the governing 
body of that organization undertakes 
substantial policy and factual review of 
the committee’s work. In short, the ap¬ 
plicability of Subpart D of the new reg¬ 
ulations to such committee will depend 
upon whether the advice obtained is the 
advice of the organization or of a com¬ 
mittee of the organization. 

The Commissioner has concluded, as a 
matter of policy, that committees work¬ 
ing pursuant to a contract with the Food 
and Drug Administration should be sub¬ 
ject to certain minimum standards re¬ 
gardless whether the other provisions of 
Subpart D are applicable to that com¬ 
mittee. The Commissioner believes that 
such minimum standards should be ap¬ 
plicable to assure that a fair procedure 
will be followed by such committees even 
though they are not subject to the specific 
requirements of the Federal Advisory 
Committee Act and Subpart D of the new 
regulations. 

Accordingly, |2.321<b) requires that 
any such committee give public notice of 
its meetings and agenda, and provide any 
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interested person an opportunity to sub¬ 
mit relevant data, information, and views 
orally and in writing. Such notice may be 
published in the Federal Register or dis¬ 
seminated by any other reasonable 
means, but shall in any event be filed 
with tlie Hearing Clerk at least 15 days 
before the meeting Involved. Minutes of 
all open sessions shall be maintained, but 
minutes of closed sessions are not re¬ 
quired. Finally, the organization must 
apply the same principles relating to 
conflicts of interest as the agency does 
in establishing its own public advisory 
committees, but the organization is in no 
way obligated to consult with the Food 
and Drug Administration on such mat¬ 
ters. Upon request, the agency w ill assist 
or provide guidance to any organization 
in meeting this requirement. 

These minimum standards will apply 
only to a committee of an independent 
scientific or technical organization which 
is working pursuant to a contract ini¬ 
tially executed with the Food and Drug 
Administration on or after July 1. 1075. 
Accordingly, such ongoing projects as the 
GRAS list review, being conducted by the 
Federation of American Societies of Ex¬ 
perimental Biology, will not be affected. 
The Commissioner concludes that it 
would be unfair to Impose such require¬ 
ments retroactively upon such an orga¬ 
nization which has entered into a project 
of this kind in good faith and had no 
advance warning that such requirements 
might become applicable. In all future 
documents relating to contracts, such re¬ 
quirements will clearly be spelled out so 
that no misunderstanding can exist. 

APPLICATION Or ANTICANCER CLAUSES 
<$ 2 3221 

The Food and Drug Administration lias 
previously determined issues relating to 
the potential application of the anti¬ 
cancer clauses in the act in a number 
of different ways. The Commissioner has 
concluded that, In the future, such issues 
shall ordinarily be referred to the newly 
created Toxicology Advisory Committee, 
so that a consistent application of the 
law will be obtained. 

QUALIFICATIONS FOR MEMBERS OF STANDING 

POLICY AND TECHNICAL ADVISORY COM¬ 
MITTEES <fi 2.3301 

Section 2.330 sets out general qualifi¬ 
cations for advisory committee mem¬ 
bers. The new regulations recognize that 
representatives of particular interest 
groups. e.g„ labor, industry, consumers, 
or agriculture, may properly be included 
on policy advisory committees, but not 
technincnl advisory committees, as vot¬ 
ing members specifically to represent 
such interests, and the regulations con¬ 
stitute a determination pursuant to 18 
U.8.C. 208 < b) that no disqualifying con¬ 
flict of interest exists by reason of the 
fact of such representation. The repre¬ 
sentational role of these members Is 
clearly understood, and the Commis¬ 
sioner concludes that their viewpoint is 
essential for the type of general and 
broad Issues considered by a policy ad¬ 
visory committee. 
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Advisory committee members may be 
removed from membership by the Com¬ 
missioner for good cause. Although it is 
not possible to specify the precise con¬ 
tent of “good cause," excessive unjusti¬ 
fied absenteeism from meetings, a dem¬ 
onstrated bias, or a failure to abide by 
the advisory committee rules and regu¬ 
lations, will be adequate Justification for 
removal from the advisory committee. 

NOMINATIONS OF VOTING MEMBERS OF 

STANDING ADVISORY COMMITTEES f } 2.- 

33 0 

Section 2.331 provides a mechanism 
for any interested member of the pub¬ 
lic to nominate persons for considera¬ 
tion as voting members of standing ad¬ 
visory committees. The members of any 
advisory committee may be chosen from 
among the lists of nominees and from 
any other sources. 

Voting members of standing technical 
advisory committees serve as Individuals, 
and not as representatives of any group 
or organization which may have nom¬ 
inated them or with which they may be 
affiliated. 


NOMINATIONS AND SELECTION OF NONYOT- 
ING MEMBERS OF STANDING TECHNICAL 
ADVLSORY COMMITTEES <f 2.332> 

Section 2 332 provides a mechanism 
for nominating and selecting nonvoting 
members of standing technical advisory 
committees. In the past 3 years, the 
Commissioner has increasingly included 
such non voting members to represent 
consumer and industry interests on 
standing technical advisory committees. 
These members serve in a liaison func¬ 
tion with those whom they represent. 

Nonvoting consumer liaison members 
shall be nominated and selected by con¬ 
sumer organizations and other interested 
consumers, and nonvoting industry liai¬ 
son members shall be selected by indus¬ 
try associations. Because they have no 
vote and their liaison role for particular 
Interests is well understood, the regula¬ 
tions constitute a determination pursu¬ 
ant to 18 UJS.C. 208(b) that any finan¬ 
cial interest they may have in the par¬ 
ticular class which they represent does 
not constitute a disqualifying conflict of 
interest. Thus, an Industry liaison repre¬ 
sentative Is not disqualified because he 
holds stock in the regulated industry 
which he represents, but a consumer liai¬ 
son representative would be disqualified 
if he were to held stock in the regulated 
Industry affected by the work of the 
technical advisory committee of which 
he is a member. 

RIGHTS AND RESPONSIBILITIES OF NONVOTING 
MEMBERS OF ADVISORY COMMITTEES 
(5 2.333) 

Section 2.333 sets out tlie rights and 
responsibilities of nonvoting consumer 
and industry liaison members of advisory 
committees. In general, it is their re¬ 
sponsibility to represent tlie consumer 
and industry Interests fairly in all 
deliberations, but they must also exercise 
restraint in performing these functions 
and not engage in unseemly advocacy or 


attempt to exert undue influence over 
the other members of the advisory com¬ 
mittee. 

The Commissioner notes that non- 
voting consumer and industry liaison 
representatives have served on all of the 
OTC drug review advisory committees, 
the biologies review advisory committees, 
and the medical device classification 
panel*, with enormous success. With i 
exception, their conduct has been entire¬ 
ly dignified and proper, and they have 
made major contributions to the issues 
pending before those advisory commit¬ 
tees. 

AD HOC ADVISORY COMMITTEE MEMBERS 
(I 2.334) 

Section 2.334 provide that, when the 
Commissioner, in his discretion, utilizes 
an ad hoc advisory committee to review 
and consider a specific matter, he may 
select the members pursuant to IS 2.331 
and 2.332 or in any other appropriate 
manner. 

COMPENSATION OF PUBLIC ADVISORY COM¬ 
MITTEE MEMBERS () 2.333) 

Section 3.335 provides for uniform 
compensation of all members of Food 
and Drug Administration public advisory 
committees, except for those who waive 
such compensation. The criteria under 
which an advisory committee member 
will be compensated for an agency - 
directed assignment when it Is performed 
at a time other than at an advisory com¬ 
mittee meeting are established in this 
regulation. 

LIST or STANDING ADVISORY COMMITTEES 
# (I 2 340) 

8ecUon 2.340 sets out a list of all cur¬ 
rent Food and Drug Administration 
standing advisory committees, including 
the date established and the function 
of the advisory committee. This list will 
be amended to add and delete advisory 
committees as they are formed and 
terminated. 

TECHNICAL ELECTRONIC PRODUCT RADIATION 

SArriY STANDARDS COMMITTEE (TEPRSSC) 

(II 2.350-2.354» 

Sections 2.350 through 2.354 govern 
the establishment and procedures of 
TEPRSSC. one of the two permanent 
statutory advisory committees of tlie 
Food and Drug Administration. These 
provisions are to a large extent governed 
by provisions of the Radiation Control 
for Health and Safety Act of 1968, and 
hove been In effect for this advisory com¬ 
mittee for some Lime. 

COLOR ADDITIVE ADVISORY COMMITTEES 
f§4 2.360-2.364) 

Sections 2.360 through 2.364 govern 
the establishment and procedures of a 
color additive advisory committee pursu¬ 
ant to section 706(b)(5)tB> of the act. 
as added by the Color Additive Amend¬ 
ments of 1960. There is a legal right to 
such an advisory committee for the limi¬ 
ted purpose of reviewing the application 
of the anticancer clause contained in 
section 706 of the act to a specific color 
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additive, and the Commissioner may. in 
his discretion, also refer to any such ad¬ 
visory committee other issues relating 
to a color additive. 

Section 706<b) (5HD) of the act pro¬ 
vides that a color additive advisory com¬ 
mittee shall be composed of experts se¬ 
lected by the National Academy of Sci- 
encies or, if the NAS is unable or refuses 
to act, by the Secretary. The law is clear 
that the recommendations and advice 
shall be provided by the advisory com¬ 
mittee. not by the NAS. Accordingly, the 
provisions of the Federal Advisory Com¬ 
mittee Act and Subpart D of Part 2 will 
be fully applicable, and f 2.321, relating 
to committees working pursuant to a con¬ 
tract with the Food and Drug A^pilnLs- 
tration, will not be applicable. 

The Commissioner notes that section 
203 of the Color Additive Amendments 
of 1960, which contain transitional pro¬ 
visions relating to commercially estab¬ 
lished colors, provided for reference of 
matters to a color additive advisory com¬ 
mittee and for an opportunity for a 
formal evidentiary public hearing on cer¬ 
tain matters, for a period of 2& years 
after enactment of that statute. Since 
that time period has now expired, those 
provisions arc no longer applicable and 
thus there is no right either to a color 
additive advisory committee or to an op¬ 
portunity for a hearing on such matters 
at this time. 

Some of the provisions contained In 
these new sections were previously con¬ 
tained in ftft 8.12 through 8.14 of the 
agency regulations. Those sections are 
therefore being revoked by these new 
regulations. 

STANDINC TECHNICAL PUBLIC ADVISORY COM¬ 
MITTEES FOR HUMAN PRESCRIPTION DRUGS 
<|| 2.370-2.373) 

Sections 2.370 through 2.373 govern the 
use of standing technical public advisory 
committees to conduct public hearings 
on and to consider issues with respect to 
human prescription drugs, Including 
antibiotic drugs and biologicais. In the 
past few years, as the medical and scien¬ 
tific issues raised by the agency's review 
of human prescription drugs have in¬ 
creased In complexity, the Commissioner 
has increasingly relied upon the use of 
standing technical public advisory com¬ 
mittees for advice and recommendations 
on such matters. Advisory committees of 
this nature have brought to the agency 
tiie experience and expertise of out¬ 
standing experts In the field. The Com¬ 
missioner concludes that tills use of ad¬ 
visory committees has important benefits 
for the public and the agency and should 
be subject to clear guidelines set out in 
these new regulations. 

Section 2.371 establishes the criteria 
for those Investigational and marketed 
drugs for which there is a high priority 
for review by the appropriate standings 
technical advisory committee. Such drugs 
include those W’hJch represent a signifi¬ 
cant therapeutic advance, new single 
chemical entities, and issues that have 
attracted wide public interest. An ad¬ 
visory committee may also request the 
Commissioner for an opportunity to hold 
a public hearing on and to review any 


particular drug which falls within the 
pharmacological class covered by the ad¬ 
visory committee. Advisory committee 
members may be invited to bureau meet¬ 
ings and discussions relating to particu¬ 
lar issues. 

In the past, advice and recommenda¬ 
tions on pending issues relating to 
human prescription drugs have at times 
been provided by advisory committees 
orally. This practice has led to some un¬ 
certainty about the specific opinions 
rendered by the advisory committee. Ac¬ 
cordingly. i 2.372 provides that advice 
and recommendations given by these ad¬ 
visory committees shall ordinarily be in 
the form of a written report, which may 
consist of the approved minutes or a 
separate written document. The written 
report must respond to the specific issues 
posed to the advisory committee, and 
state the basis of the advice and recom¬ 
mendations given. 

The Commissioner is aware that in¬ 
terested persons outside the agency may 
at times disagree with an important 
agency decision with respect to a par¬ 
ticular drug. Section 2.373 therefore per¬ 
mits such interested persons to request 
that the agency refer any such matter 
to an advisory committee. The Commis¬ 
sioner may. of course, grant or deny any 
such request. 

Public Hearing Before the 
Commissioner < Subpart E) 

Subpart E establishes procedures gov¬ 
erning a legislative-type public hearing 
during which any person may state his 
views, together with supporting data and 
information, with respect to the matters 
involved. 

The Commissioner has concluded that 
a hearing of this type, which is basically 
the same as a hearing held by legislative 
bodies, is very useful when the agency is 
considering new regulations or broad 
policy or requirements which affect many 
interested persons. See. e.g., the notices 
of hearings on prescription drugs indi¬ 
cated for cough and allergy published in 
the Federal Register of May 15. 1973 
<38 FR 12769), and on the tentative final 
order for OTC antacid drugs published 
in the Federal Register of January 8. 
1974 <39 FR 1359). Such hearings assure 
concerned members of the public that 
the agency officials responsible for the 
matter will be directly presented with the 
issues Involved, and provide agency of¬ 
ficials with an opportunity to engage 
those concerned about the matter in a 
meaningful dialogue on those issues. Sec 
O’Keefe. A Fine New Twist—A brief 
Commentary on the Commissioner of 
Food and Drugs’ First Oral Hearing. 29 
Food Drug Cosmetic Law Journal 116 
• March 1974). 

SCOPE OF SUBPART <f 2.400) 

Section 2.400 provides that a public 
hearing before the Commissioner pursu¬ 
ant to Subpart E may be held in the dis¬ 
cretion of the Commissioner, or pursuant 
to specific provisions in other sections of 
agency regulations, or in lieu of a formal 
evidentiary public hearing pursuant to 
i 2.117. The only provision presently con¬ 
tained in Food and Drug Administration 


regulations which specifically prorides 
for such a hearing is 8 330.10(a) (8), 
which provides an opportunity for a 
public hearing before the Commissioner 
after the tentative final monograph \s 
published for an over-the-counter 
<OTC) drug but before the final mono¬ 
graph is promulgated. 

NOTICE OF A PUBLIC HEARING BEFORE THE 
COMMISSIONER <(2.401) 

Section 2.401 requires that public no¬ 
tice of a hearing before the Commission¬ 
er be published in the Federal Register. 
The hearing notice shall state the pur¬ 
pose of the hearing and include or refer 
to any written document which is to be 
the subjetc matter of the hearing. If the 
hearing is in lieu of a formal evidentiary 
public hearing, the notice shall comply 
with the requirements of 8 2.117(e). 

In some Instances, such a hearing will 
be limited to review of an existing ad¬ 
ministrative record. For example, pur¬ 
suant to 8 330.10(a) (10) of the regula¬ 
tions governing the development of OTC 
drug monographs, the administrative 
record is closed when the advisory review 
committee issues its report and recom¬ 
mendations to the Commissioner. There¬ 
after. no additional data or information 
may be submitted or considered. 

NOTICE OF APPEARANCE; SCHEDULE 
FOR HEARING <8 2.402) 

After the notice appears in the Federal 
Register, any person Interested in par¬ 
ticipating in the hearing must inform the 
Hearing Clerk or. if only a short period 
of time is involved, a specifically named 
Food and Drug Administration employee, 
of that interest. A specific amount of 
time shall be requested for each presen¬ 
tation. As promptly as possible after the 
time for making such requests expires, 
each person will be informed of the time 
of Ills presentation and the amount of 
time allocated for it. 

CONDUCT OF A PUBLIC HEARING BEFORE 
T1IK COMMISSIONER <8 2.403) 

The Commissioner or his designee will 
preside at the hearing. Other agency em¬ 
ployees may also accompany the presid¬ 
ing officer and may serve as a panel in 
conducting the hearing. 

The hearing will be conducted in the 
same way that a legislative hearing is 
conducted. Those making presentations 
may be accompanied by anyone of their 
choosing and may present any relevant 
data, information, or views during their 
allotted time. The presiding officer and 
those who sene with him may ask such 
questions as they deem appropriate, but 
no other person may ask questions. 
Additional time may be allotted to 
any person. In the discretion of the pre¬ 
siding officer, but the time allotted for 
any person may not be reduced, 

WRITTEN SUBMISSIONS PERTAINING TO A 

PUBLIC HEARING BEFORE THE COMMIS¬ 
SIONER <8 2.404) 

Following the hearing, the record shall 
remain open for 15 days for the filing of 
additional written submissions unless the 
notice of hearing or the presiding officer 
specifies otherwise. 
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ADMINISTRATIVE RECORD OF A PUBLIC HEAR¬ 
ING BEFORE THE COMMISSIONER ($ 2.405) 

Section 2.405 specifics the administra¬ 
tive record of the hearing. Such record 
shall be included as part of the record 
of any administrative proceeding involv¬ 
ing the matter. 

EXAMINATION OF ADMINISTRATIVE 
RECORD (f 2.406V 

The entire administrative record of a 
public hearing before the Commissioner 
is available for public examination and 
copying, pursuant to the provisions of 
9 2.5<j)tl), except that where this form 
of hearing is being used as an alterna¬ 
tive form of hearing in lieu of a formal 
evidentiary public hearing the limita¬ 
tions in f 2.5<j > *3) and <3> will be ap¬ 
plicable. 

Regulatory Hearing Bepore the Food 
and Drug Administration (Subpart F> 

Subpart F governs all informal fact¬ 
finding hearings held by the food and 
Drug Administration In determining 
whether any, or what type of, regulatory 
action should be taken with respect to a 
particular matter Involving a specified 
person. This type of hearing involves 
consideration of direct regulatory action 
in a specific fact situation limited to a 
particular firm, whether on an adminis¬ 
trative basis or through the courts, and 
docs not Involve the type of policy issues 
usually considered in a public hearing 
before the Commissioner pursuant to 
Subport E or other general matters such 
as the development of regulations. The 
requirements for a regulatory hearing, 
as established in this aubpart. meet or 
exceed all the standards for procedural 
due process of law delineated in Gold¬ 
berg v. Kelly, 397 U S. 254 (1970>. 

SCOPE OF SUBPART < 5 2.500> 

A regulatory hearing before the Com¬ 
missioner is appropriate in two quite dif¬ 
ferent types of situations. In some in¬ 
stances, the Commissioner may be con¬ 
sidering a particular matter and lacks 
sufficient information to make a final 
determination as to whether any regula¬ 
tory action is warranted and, if so. what 
type of action is appropriate. In the 
past, the opportunity for informal pres¬ 
entation of views pursuant to section 305 
of the act was frequently used for this 
purpose. The Food and Drug Adminis¬ 
tration concluded some Lime ago. how¬ 
ever. that this was an improper use of 
section 305 of the act. and that section 
305 should be limited U> situations where 
criminal action is seriously being con¬ 
sidered. Accordingly, wherever criminal 
action is not under serious con¬ 
sideration but additional information is 
needed for a regulatory determination, 
the Commissioner may use the regula¬ 
tory hearing procedure set out in this 
subpart as one method of gaining in¬ 
formation to make a final determination 
on appropriate action. If the Commis¬ 
sioner concludes that the possibility of 
criminal action should be considered 
after a regulatory hearing Is held, an 
opportunity for presentation of views 


w ill be given in accordance with section 
305 of the act, but under no circum¬ 
stances is a regulatory hearing required 
prior to a section 305 citation. 

In addition, under some provisions of 
current agency regulations, persons af¬ 
fected by adverse agency action have an 
opportunity for a hearing. Present pro¬ 
visions of law do not require that this 
be a “hearing on a record.’* and thus the 
provisions of Subpart B relating to a 
formal evidentiary public hearing are 
not required to be applied. For the most 
part, present regulations simply provide 
an. opportunity for a hearing, without 
specifying the form of the hearing or 
the procedure to be followed. Accord¬ 
ingly. the Commissioner concludes that 
a specific procedure should be incorpo¬ 
rated In Subpart F for this purpose. 

Section 2.500(b) lists some 24 provi¬ 
sions of current agency regulation* which 
provide a hearing, or which are being 
amended by these regulations to provide 
for a hearing, upon a determination by 
the Food and Drug Administration that 
is adverse to the interests of the persons 
involved. Tn each of these Instances, the 
provisions of Subpart F will be appli¬ 
cable. The Commissioner invites all in¬ 
terested persons to Identify, in comments 
on these new regulations, additional pro¬ 
visions of current regulations which 
should also be subject to an opportunity 
for a regulatory healing. 

The Commissioner emphasizes that 
the new' regulations provide a right to 
a regulatory hearing only with respect 
to those specific matters listed in 3 2.500 
(b). In all other instances, an oppor¬ 
tunity for a regulatory hearing is solely 
within the discretion of the Commis¬ 
sioner. 

INAPPLICABILITY AND LIMITED APPLICATION 
(9 2.501) 

Section 2.501 <a> of the new regula¬ 
tions provides that the Informal presen¬ 
tation of views before reporting a crim¬ 
inal violation pursuant to section 305 of 
the act and section 5 of the Federal Milk 
Import Act is not governed by the pro¬ 
visions of Subpart F. The Commissioner 
intends in the near future to revise the 
regulations governing these presenta¬ 
tions, in 93 16 and 1210.31, to provide 
better guidance with respect to such 
matters. The Commissioner concludes 
that these specific statutory proceedings 
are intended not to be adversarial in na¬ 
ture, but simply to provide an oppor¬ 
tunity for discussion at an informal 
conference, for which the provisions of 
Subpart F wrould be inappropriate. 

Similarly, 9 2.50Da) provides that the 
hearing held with respect to a refusal of 
admission of any product offered for im¬ 
port into the country is not governed 
by Subpart F. The courts have held that 
importation of any product subject to the 
act Into Uic United States Is entirely 
within the discretion of the Commis¬ 
sioner and is not subject to the require¬ 
ments for on adjudicatory hearing pur¬ 
suant to the Administrative Procedure 
Act. 5 XJS.C. 554. Sec Sugarmon v. 
Fbrbragd, 267 F. Supp. 817, 825-826 (N-D. 
CaL 1967), afTd. 405 F. 2d 1189 (9th Cir. 


1968). The Commissioner concludes that, 
because of the large number of import 
detentions involved, the present pro¬ 
cedure for informal conferences is more 
suited to tills type of matter than is a 
regulatory hearing under Subpart F. 

The Commissioner recognizes that 
other specific procedural provisions in 
other sections of agency regulations, 
such as the new procedures governin' 
emergency permit control under Subpart 
A of Part 90, should continue to govern 
those specific proceedings. Accordingly 
where other specific procedural provi¬ 
sions exist, they will override the pro¬ 
visions of Subpart P except to the extent 
that the provisions in Subpart F supple¬ 
ment but are not in conflict with them 
Thus. JiB.501(b) provides that the addi¬ 
tional procedural safeguards provided 
by the right to counsel, reconsideration 
and stay, and Judicial review in Subpart 
F will be applicable in oil instances, since 
no other Food and Drug Administration 
procedural regulations conflict with thoM* 
provision!*, except for the proceedings 
exempted in 9 2.501(a). 

r RESIDING OFFICER (9 2.505> 

Section 2.505 provides that any Food 
and Drug Administration employee to 
whom the Commissioner delegates such 
authority, or any person designated by 
such employee, may serve as the presid¬ 
ing officer at a regulatory hearing. The 
presiding officer must, however, be a 
neutral and unbiased official. Thus, he 
shall not have participated in the in¬ 
vestigation or action which is the subject 
of the hearing, or be directly subordinate 
to a person who has participated in such 
investigation. The Food and Drug Ad¬ 
ministration may substitute a different 
presiding officer for the one originally 
designated, without notice to the parties, 
since the person originally designated as 
the presiding officer may be unavailable 
when the hearing occurs. 

RIGHT TO COUNSEL <f 2.506> 

Section 2.506 guarantees to every party 
to a hearing the fundamental due proc¬ 
ess right to be advised and accompanied 
by counsel. 

REGULATORY HEARING ON THE INITIATIVE 
OF THE COMMISSIONER (| 2.510) 

Section 2.510 governs the procedure* 
to be followed at a regulatory hearing 
held on the initiative of the Commis¬ 
sioner. Such a hearing shall be initiated 
by a notice of opportunity for hearing 
given by the Food and Drug Administra¬ 
tion to the party or parties involved 
Such notice shall specify the facts and 
action which are the subject of an oppor¬ 
tunity for a hearing and require a re¬ 
sponse within a stated time period to 
a specified indvidual. 

If no response is filed within the 
stated time period, the offer for a hear¬ 
ing shall be deemed to have been refused, 
and no hearing shall be held. If a hear¬ 
ing is requested, it shall take place at a 
time and location agreed upon by the 
parties or. in the absence of such agree¬ 
ment, at a time and location designated 
by the presiding officer. 
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regulatory hearing pursuant to 
REGULATION <$ 2.511) 

Section 2.511 deals with regulatory 
hearings initiated at the request of a 
party, rather than on the initiative of 
the Commissioner. Pursuant to the vari¬ 
ous provisions of the agency regulations 
listed in I 2.500(b), any person who is 
adversely affected by the particular ac¬ 
tion specified therein shall have a right 
to an opportunity for a regulatory hear¬ 
ing. The Pood and Drug Administration 
is required to furnish any such person 
a notice of opportunity for hearing, 
which shall include the amount of time 
within which he may request a hearing. 
The failure to request a hearing shall be 
deemed to constitute a waiver of any 
right to a hearing. 

Before the hearing, the Food and Drug 
Administration shall, upon request, give 
to the party requesting the hearing rea¬ 
sonable notice of the matters to be con¬ 
sidered at the hearing, including a com¬ 
prehensive statement of the basis for the 
decision or action taken or proposed by 
the Commissioner and a general sum¬ 
mary of the information that will be pre¬ 
sented by the agency at the hearing in 
support of such decision or action. The 
Commissioner believes that such notice is 
necessary in order reasonably to inform 
the party of the matters involved. Be¬ 
cause the time between the request for 
hearing and the hearing date may be 
short, however, such notice may be given 
either orally or in writing, in the discre¬ 
tion of the Commissioner. 

The Commissioner may take such ac¬ 
tion pending a regulatory hearing under 
this section as he concludes to be neces¬ 
sary to protect the public health, except 
where expressly prohibited by statute or 
regulation. See Ooldbcrg v. Kelly, 397 
US. 254, 263 n. 10 (1970). If action is 
taken and not stayed pending the hear¬ 
ing. the hearing on the matter will be 
expedited. After the hearing is con¬ 
cluded. a written decision will be pre¬ 
pared stating the reasons for whatever 
administrative action is taken by the 
Commissioner, and the bash In the 
record. 

HEARING PROCEDURE <9 2 512) 

Section 2.512 specifies the procedure to 
be used in conducting any regulatory 
hearing pursuant to Subpart P. A regu¬ 
lator)' hearing will be a private hearing 
unless the party who requests the hear¬ 
ing determines otherwise. The determi¬ 
nation to make the hearing a public 
hearing may be made in either of two 
ways. First, the party requesting the 
hearing may simply request that it be 
conducted in public. In which case this 
will be done. 8econd, if the party re¬ 
questing the hearing wishes to be ac¬ 
companied by any person other than an 
employee or consultant or other person 
subject to a commercial arrangement as 
defiend in 9 4.81(a). the hearing must be 
a public hearing and any interested per¬ 
son may attend. 

At the hearing, employees of the 
agency must give a full and complete 
statement of the action which Is the 
•ubject of the hearing, together with the 
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information and reasons supporting it, 
and may present any information rele¬ 
vant to the hearing. The Food and Drug 
Administration has the burden of proof 
in any hearing conducted pursuant to 
the specific provisions listed in | 2.500 < b >. 
The party requesting the hearing shall 
have the right to present any oral or 
written information relevant to the 
hearing. All parties may conduct reason¬ 
able cross-examination. 

The Commissioner emphasizes that 
the regulatory hearing is intended to be 
informal in nature. The technical rules 
of evidence shall not apply. Accordingly, 
objections on the basis of hearsay, lead¬ 
ing questions, or similar legal technicali¬ 
ties. shall not be heard. All Information in 
any way reasonably related to the matter 
shall be Included in the record. 

The presiding officer shall prepare a 
written report of the hearing. This re¬ 
port may be reviewed and corrected by 
all parties to the hearing if time permits, 
i e.. if immediate action is not necessary 
in the public Interest as a result of In¬ 
formation obtained during the hearing. 
If the hearing is transcribed, such trans¬ 
portation shall be a part of the report of 
the hearing. 

ADMINISTRATIVE RECORD OF A REGULATORY 
HEARING (9 2.313) 

Section 2.513 specifies the record of the 
administrative proceeding. This record 
will be included ns part of the record of 
any administrative proceeding involving 
the matter. 

EXAMINATION OF ADMINISTRATIVE RECORD 
(8 2.154) 

The availability for public disclosure 
of the administrative record of a regu¬ 
latory hearing shall be governed by the 
provisions of the public information reg¬ 
ulations. Thus, disclosure will depend 
upon the subject matter involved in the 
hearing. For example, trade secrets and 
information that would represent a 
clearly unwarranted invasion of personal 
privacy will not be available for public 
disclosure, pursuant to 89 4.61 and 4.63. 
If the hearing Involves an IND plan, the 
provisions of 98 312.5 and 314.14 will ap¬ 
ply. and If the hearing involves the safety 
of a cosmetic ingredient any safety In¬ 
formation voluntarily submitted to the 
agency at the hearing would be available 
for public disclosure pursuant to f 4.111 
(data and information submitted volun¬ 
tarily to the Food and Drug Administra¬ 
tion). Investigatory records compiled for 
law enforcement purposes will be made 
available pursuant to the provisions of 
I 4.64, ie.. all information disclosed to 
the party will Immediately be available 
for public disclosure, except where pos¬ 
sible criminal prosecution is involved. 

RECORD FOR ADMINISTRATIVE DECISION 
(8 2.515) 

For those matters where the Commis¬ 
sioner lias offered an opportunity for a 
heaidng in his discretion, pursuant to 
9 2.500(a), the Commissioner may con¬ 
sider all relevant data and information 
as well as the administrative record of 
the hearing in determining whether reg¬ 
ulatory action should be undertaken and. 
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if so, what form of action should be 
taken. 

With respect to those regulatory hear¬ 
ings which are provided pursuant to the 
specific provisions in the regulations 
cross-referenced in 9 2.500(b), the ad¬ 
ministrative record of the hearing con¬ 
stitutes the exclusive record for decision 
by the Commissioner. 

RECONSIDERATION AND STAY OF ACTION 
(9 2516) 

Section 2.516 provides that, following 
any final administrative action which is 
the subject of a hearing, any participant 
may petition for reconsideration or a 
stay of action pursuant to 99 2.8 or 2.9. 
This excludes, of course, any decision to 
Institute civil or criminal action In the 
courts. 

JUDICIAL REVIEW (9 2 520) 

The availability of Judicial review with 
respect to any administrative action 
which Is the subject of a hearing pur¬ 
suant to this subpart shall be governed 
by 8 2.11. The Commissioner has con¬ 
cluded tliat it is not feasible to state de¬ 
finitive rules with respect to the availa¬ 
bility of judicial review of action taken 
as a result of a regulatory hearing, be¬ 
cause of the different types of action 
that may be the subject of such a hear¬ 
ing. If a regulatory hearing results in a 
seizure or injunction action or section 
305 citation and criminal prosecution in 
the Federal courts, the proper remedy 
for any aggrieved party is to contest such 
action in the courts. Judicial review of 
the Commissioner's decision to take such 
action is not permissible. Where the ad¬ 
ministrative action taken by the Com¬ 
missioner Is not final in nature, judicial 
review also is not permitted. Where the 
Commissioner takes final administrative 
action as a result of a regulatory hear¬ 
ing. however, Judicial review of such 
final action is clearly permitted in ac¬ 
cordance with the provisions of 8 2.11. 
Such review would, of course, be based 
solely upon the administrative record of 
the proceeding, and would not properly 
consider any data, information, or argu¬ 
ments not presented in the course of the 
regulatory hearing. 

Standards of Conduct and Conflicts of 
Interest (Subpart G) 

Subpart G of the regulations will in¬ 
clude, or cross-reference, all regulations 
governing the standards of conduct and 
conflicts of interest with respect to pres¬ 
ent and former employees of the Food 
and Drug Administration, including spe¬ 
cial government employees and em¬ 
ployees of the Food and Drug Division 
of the Office of General Counsel. 

SCOPE Or 5UBPART f$ 2.600) 

Although Subpart G is established to 
include all pertinent regulations with 
respect to these matters for all present 
and former agency employees, many of 
these regulations are still in the process 
of development. Accordingly, the provi¬ 
sions Included in Subpart G at this time 
represent only brief and Initial state¬ 
ments of very general policy. The Com¬ 
missioner anticipates that substantial 
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further regulations will be added to this 
subpart in the future, particularly relat¬ 
ing to former employees and all special 
government employees. 

REFERENCE TO DEPARTMENT REGULATIONS 
<| 2 . 010 ) 

All Food and Drug Administration 
employees ar e ful ly subject to the regu¬ 
lations <45 CFR Part 73) governing 
standards of conduct for Department of 
Health, Education, and Welfare em¬ 
ployees, except that agency special gov¬ 
ernment employees are subject only to 
Subpart L of 45 CFR Part 73. In addition, 
only Food and Drug Administration em¬ 
ployees are subject to the provisions of 45 
CFR Part 73a. which supplement the De- 
pa rtmen t regulations. The provisions of 
45 CFR Part 73a do not apply to special 
government employees of the Food and 
Drug Administration. 

CODE OF ETHICS TOR GOVERNMENT SERVICE 
2 . 011 ) 

Section 2.611 makes applicable to all 
Food and Drug Administration em¬ 
ployees. Including special government 
employees, the code of ethics for govern¬ 
ment service adopted by Congress in 
1958. The Commissioner believes that 
this code embodies high ethical princi¬ 
ples applicable to all agency employees. 

FOOD AND DRUG ADMINISTRATION CONFLICT 

OF INTEREST REVIEW BOARD ($2,012) 

Under 9 2.612, the Commissioner will 
establish a permanent five-member Con¬ 
flict of Interest Review Board which 
shall review and make recommendations 
to the Commissioner with respect to all 
matters brought before it relating to con¬ 
flicts of interest. The Associate Commis¬ 
sioner for Administration shall be re¬ 
sponsible for bringing issues to the Re¬ 
view Board. In addition, any individual 
Inside or outside the agency who is the 
subject of an adverse determination of 
any kind by the Office of the Associate 
Commissioner for Administration shall 
have the right to an Appeal to the Re¬ 
view Board with respect to that matter. 

The Review Board will be a permanent 
body whose purpose is to establish 
guidelines and precedents, through writ¬ 
ten decisions, guidelines, and regula¬ 
tions. that will govern all conflict of 
Interest issues within the agency. When¬ 
ever feasible, the policy adopted as a re¬ 
sult of the work of the Review Board 
shall be incorporated in regulations in 
Bubpart O. 

The Review Board shall be sensitive to 
the privacy rights of individuals with re¬ 
spect to the information it receives. In 
some instances, the only information 
that will be disseminated publicly will 
be written in a form that docs not reveal 
the identity of the individual Involved. 
In other instances, either pursuant to 
general regulations adopted by the 
agency or pursuant to a specific deter¬ 
mination for a named individual, public 
disclosure of information related to an 
individual will be appropriate to provide 
public notice of the circumstances under 
which the individual is serving as a gov¬ 
ernment employee or special government 


employee. For example. Information may 
routinely be filed with the Public Rec¬ 
ords and Documents Center with respect 
to stockholdings of agency consultants 
which have been determined not to be 
substantial, to give public notice about 
such holdings. 

DUTY TO REPORT VIOLATIONS <| 2.013) 

Section 2.613 provides that all agency 
employees who have factual information 
showing or who otherwise believe that 
any present or former Food and Drug 
Administration employee has violated or 
is violating any provision of the laws 
summarized in 45 CFR Part 73 should 
report such information directly to the 
agency’s Policy Management Staff 
• HFA-20). which is responsible for han¬ 
dling all matters of this type. The Com¬ 
missioner advises that, under existing 
statutory and case law, the failure to 
report a violation, by itself, is not suffi¬ 
cient to subject an Individual who knows 
of such violation to potential criminal 
liability as an accessory or accomplice. 
Accordingly, 9 2.613<a) simply encour¬ 
ages reporting of violations, but no pen¬ 
alty is or can be Imposed for failure to 
report under these circumstances. In con¬ 
sidering reports submitted pursuant to 
this section, the Policy Management Staff 
will consult with the Conflict of Inter¬ 
est Review Board when close issues arise 
that require policy consideration. 

The records received and generated 
pursuant to this section will be main¬ 
tained by the agency in strictest confi¬ 
dence. Only those who are required to 
see such records in the performance of 
their duties will be given access to them. 

The Commissioner has carefully con¬ 
sidered the provisions in this section, and 
has consulted with a cross-section of em¬ 
ployees throughout the agency on them. 
On the one hand, it Is widely recognized 
that all citizens share a moral obliga¬ 
tion to help enforce legal requirements. 
On the other hand, it is equally recog¬ 
nized that basic civil liberties must be re¬ 
spected. and that the rights of both the 
accuser and the accused must be fully 
protected. The Commissioner concludes 
that the provisions in this section strike 
an adequate balance between these valid 
concerns. No one is required to report 
violations, but ail are encouraged to do 
so. Only those reports which a person 
is willing to put in writing will be re¬ 
garded as sufficiently serious to pursue. 
Those written records will be carefully 
safeguarded, so that there will be no con¬ 
cern about their improper release to per¬ 
sons who are not required to review them 
in the course of their duties. 

PERMANENT DISQUALIFICATION OF FORMER 
EMPLOYEES <f 2.620) 

Section 2.620 states the provisions of 
current law. 18 U.8.C. 207(a), with re¬ 
spect to permanent disqualification of 
former Food and Drug Administration 
employees on particular matters involv¬ 
ing a specific party or parties in which 
the former employee participated per¬ 
sonally and substantially. It is the In¬ 
tention of the Commissioner that this 
statutory language be supplemented in 


the future by interpretive regulations to 
give better guidance to former employees 
with respect to permissible and imper¬ 
missible activity. 

TEMPORARY DISQUALIFICATION OF FORMER 
EMPLOYEES <| 2.021) 

Section 2.621 similarly summarizes the 
provisions of 18 U.S.C. 207(b) with re¬ 
spect to the 1-year disqualification of a 
former Food and Drug Administration 
employee on any matter which w'as under 
his official responsibility within 1 year 
preceding termination of such responsi¬ 
bility. Again, additional interpretive reg¬ 
ulations will be Issued to clarify this 
statutory disqualification. 

Conforming Changes in Other Food and 

Drug Administration Regulations 

The new procedures adopted in Part 
2 of the regulations require correspond¬ 
ing changes in numerous other existing 
agency regulations in Title 21 of the 
Code of Federal Regulations. The fol¬ 
lowing is a brief summary of these 
changes. The Commissioner recognizes 
that other conforming changes may also 
be appropriate, and invites comment sug¬ 
gesting further amendments to the agen¬ 
cy regulations. 

Exemption From Required Label 
Statements 

Section 1.1a has been revised to pro¬ 
vide that exemptions from required label 
statements shall be adopted pursuant to 
Part 2. 

Exemption From Food Labeling 
Information Requirements 

Section 1.80d<f> has been revised to 
state that a petition requesting an ex¬ 
emption from the food labeling informa¬ 
tion requirements In that section shall 
be submitted pursuant to Part 2. 

Approval of Prescription Drug 
Advertisements 

Section 2.201 (j) (5) has been added to 
state that a regulatory hearing pursuant 
to Subpart F of Part 2 is available with 
respect to any determination that prior 
approval is required for advertisements 
concerning a particular prescription 
drug, or that a particular advertisement 
is not approvable. Previously, no oppor¬ 
tunity for a hearing existed. 

Delegations of Authority and 
Organization 

Former Subparts H and M of Part 2 
have been recodified as a new Part 5. 
References to the Assistant General 
Counsel for Food and Drugs, Office of 
Oeneral Counsel, Department of Health, 
Education, and Welfare, have been re¬ 
vised to reflect that he now has the ad¬ 
ditional title of Chief Counsel for the 
Food and Drug Administration. 

Color Additive Advisory CoMMirrrxs 

Section 8 12 has been revised to cross- 
reference the new provisions relating to 
color additive advisory committees in 
99 2.360 through 2.364, and to revoke the 
prior provisions in 99 8.12 through 8 14. 
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Exemption Prom Color Additive 
Certification 

Section 8.18 has been revised to state 
that a petition for exemption from cer¬ 
tification for a color additive shaU be 
submited pursuant to Part 2. 

Objections and Hearings Relating to 
Color Additive Regulations 

The existing provisions In f $ 8.19 
through 8.21 have been revoked, and a 
new 1 8.19 provides that objections and 
hearings relating to color additive regu¬ 
lations shall be governed by Part 2. 

Color Additive Certification Refusal 

Section 837(b) has been revised to add 
a sentence stating that a person who 
wishes to contest a refusal to certify a 
batch of a color additive has an oppor¬ 
tunity for a regulatory hearing pursuant 
to Subpart F. Previously, no opportunity 
for a hearing existed. 

Certification Service Refusal 

Section 8.28<b) has been revised to 
provide that a person who wishes to con¬ 
test refusal of certification service has 
an opportunity for a regulatory hearing 
pursuant to Subpart F of Part 2. The for¬ 
mer provisions, which have been revoked, 
provided for a formal evidentiary public 
hearing. The Commissioner concludes 
that the statute does not require an op¬ 
portunity for a formal evidentiary public 
hearing, and that a regulatory hearing is 
more appropriate for this type of pro¬ 
ceeding. 

Investigational Use or Color Additives 

Section 833(a) has been revised to add 
a new sentence providing on opportunity 
for a regulatory hearing pursuant to 
Subpart F upon a refusal to permit the 
use of food derived from animals on 
which investigational color additives are 
used. Previously, no opportunity for a 
hearing existed. 

Food Standards 

Section 10.2 has been revised to state 
that the procedure for establishing a 
food standard shall be governed by Part 
2. The provisions previously contained in 
this section have been superseded by the 
more detailed provisions of Part 2. 

Food Standard Temporary Permits 

A new paragraph (1) has been added 
to f 10.5 to provide that a person who 
wishes to contest denial, modification, or 
revocation of a temporary permit to vary 
Irom a standard of identity has an op¬ 
portunity for a regulatory hearing pur¬ 
suant to Subpart F of Part 2. Previously, 
no opportunity for a hearing existed. 

Standards or Quality 

Section 11.1(e) has been revised to 
Jtate that standards of quality for foods 
for which there arc no standards of Iden¬ 
tity may be established pursuant to Part 
2 and to delete the reference to a former 
provision in Part 2 that has been revoked 
by the new regulations. 


Special Dietary Foods 

Section 80.1(b) (4) has been revised to 
delete the reference to a former provi¬ 
sion in Part 2 that has been revoked by 
the new regulations. 

Emergency Permit Control 

Section 90.2(a) has been revised to 
refer to the provisions in Part 2 and to 
delete the reference to a former provi¬ 
sion in Part 2 that has been revoked by 
the new regulation. 

Nutritional Quality Guidelines for 
Foods 

Section 100.2 has been revised to refer 
to the provisions in Part 2 and to delete 
the reference to a former provision in 
Part 2 that has been revoked by the new 
regulations. 

Common or Usual Names for 
Nonstandardized Foods 

Section 1023(a) and (b) have been re¬ 
vised to refer to the provisions in Part 
2 and to delete the reference to a former 
provision in Part 2 that has been revoked 
by the new regulations. 

Food Additives 

Sections 121.40C0) (1), 121.41(b)(1), 
and 121.4000(c) have been revised to re¬ 
fer generally to the new procedures con¬ 
tained in Part 2 rather than to proce¬ 
dures previously used. 

Section 121.55 has been added to state 
that objections and hearings relating to 
food additive regulations shall be gov¬ 
erned by Part 2. All of the previous pro¬ 
cedural provisions relating to food addi¬ 
tives in Part 121 have been revoked. 

Section 121.74 has been revised to state 
that the procedure for amending and re¬ 
pealing food additive regulations shall be 
governed by Part 2. 

Prescription Exemption Procedure for 
New Drugs 

Section 310300(b) has been revised to 
replace the procedure previously set out 
in that provision with a reference to Part 
2 . 

Phase IV Clinical Studies 

Section 310.303(b) has been revised to 
state that a proposal to require addi¬ 
tional or continued studies for a new 
drug shall be pursuant to Part 2. 

Investigational Nrw Drugs * 

Section 312.1 <c) (1) and (4) and (d) 
has been revised to state that any per¬ 
son who wishes to contest any issue aris¬ 
ing out of disqualification of an investi¬ 
gator and his work, and termination of 
on IND, has an opportunity for a regu¬ 
latory hearing pursuant to Subpart F of 
Part 2. This replaces the prior procedure 
which was similar in nature but not spe¬ 
cified in detail. 

These provisions have also been revised 
to state that an IND plan may be ter¬ 
minated Immediately upon a finding of 
a danger to health, rather than requir¬ 
ing an imminent hazard to health. In 


order to conform them to new $ 2.511(e). 
Section 505(1) of the act docs not re¬ 
quire the Commissioner to find an im¬ 
minent hazard to health before an IND 
plan may be terminated. 

Laboratory Research on Investigational 
New Drugs 

Section 312.9(c)(2) has been revised 
to state that any person who wishes to 
contest termination of an investigational 
exemption for use of a new drug in labo¬ 
ratory research animals or in vitro tests 
has an opportunity for a regulatory hear¬ 
ing pursuant to Subpart F of Part 2. Pre¬ 
viously, a conference was permitted but 
there was no opportunity for a hearing. 

Hearings Involving New Drugs 

Section 314.200 has been revised to 
delete material that is duplicative of re¬ 
quirements now contained in Subpart B 
of Part 2. 

Section 314.201 has been added to state 
that hearings relating to new drugs shall 
be governed by Part 2. All of the prior 
procedural provisions relating to new 
drug hearings have been revoked. 

Section 314335 has been revised to con¬ 
form it to the provisions of Subpart B by 
deleting duplicative material. 

In Vitro Diagnostic Products for 
Human Use 

Section 328.30(a) has been revised to 
refer to Part 2 and to delete the refer¬ 
ence to a former provision In Part 2 
which has been revoked by the new* 
regulations. 

OTC Drug Review 

Section 330.10(a) (11) has been revised 
to state that a petition to amend or re¬ 
peal any OTC drug monograph shall be 
submitted pursuant to Part 2. 

Insulin 

Section 429.50 has been revised to state 
that, upon suspension of insulin certifi¬ 
cation service, a person shall have an 
opportunity for a regulatory hearing pur¬ 
suant to Subpart F of Part 2. Previously, 
a formal evidentiary public hearing was 
provided. The Commissioner concludes 
that a formal evidentiary public hearing 
is not required by statute and that a reg¬ 
ulatory hearing pursuant to Subpart F 
is more appropriate for this type of pro¬ 
ceeding. 

Antibiotic Regulations 

Section 43030(a) has been revised to 
state that the procedures for the issu¬ 
ance. amendment, or repeal of antibiotic 
regulations shall be governed by Part 2. 
The remaining procedural provisions re¬ 
lating to antibiotic hearings have been 
revoked. 

Section 430.20(d), relating to requests 
for hearings with respect to the failure 
to issue an antibiotic regulation, or 
amendment or repeal of such a regula¬ 
tion. has been revised to make the same 
modifications that has been made in 
I 314.200 for new drugs, to conform it 
to the new provisions in Subpart B. 
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Certification or Antibiotic Drugs 

Section 431.52 has been revised to state 
that, upon suspension of certification 
service, a person shall have an oppor¬ 
tunity for a regulatory hearing pursuant 
to Subpart P of Part 2. Previously, sus¬ 
pension of certification service was sub¬ 
ject to a formal evidentiary public hear¬ 
ing. The Commissioner concludes that 
the statute does not require a formal evi¬ 
dentiary public hearing under these cir¬ 
cumstances and that Subpart P provides 
a more appropriate procedure for this 
type of proceeding. 

Exemptions From Antibiotic Certifica¬ 
tion and Labeling Requirements 

A number of specific sections in Part 
433. relating to exemptions from anti¬ 
biotic certification and labeling require¬ 
ments. have been revised to provide that 
a person who wishes to contest adverse 
action by the Food and Drug Administra¬ 
tion shall be subject to an opportunity 
for a regulatory hearing pursuant to Sub- 
part P of Part 2. Previously, these pro¬ 
visions stated only that such action would 
be subject to a hearing, without speci¬ 
fying the type of hearing, or did not 
specify that any hearing would be per¬ 
mitted. 

The prior provisions stated that such 
exemptions could in some instances be 
revoked only after notice and oppor¬ 
tunity for hearing. The new cross-refer¬ 
ence to the provisions governing a reg¬ 
ulatory hearing under Subpart P of Part 
2 will mean that the Commissioner may 
make any such revocation effective im¬ 
mediately If he finds that this is neces¬ 
sary to protect the public health, pursu¬ 
ant to f 2.511(e). 

New Animal Drugs 

A number of specific provisions in 
Parts 511 and 514 relating to investiga¬ 
tional and marketed new animal drugs 
have been revised in the same way as 
their counterpart provisions relating to 
investigational and marketed new drugs, 
to refer to the new procedural provisions 
In Part 2. The prior procedural provisions 
relating to hearings have been revoked. 

Licensing or Bxologicals 

The procedural provisions In Part 601 
relating to licensing of biologicals, revo¬ 
cation and suspension of a license, and 
hearings on such matters have been sub¬ 
stantially revised, consolidated, and sim¬ 
plified. Hearings on denial, revocation, 
or suspension of biologies license shall 
be governed by Port 2. The procedural 
requirements for new drugs in $ 314.200 
are incorporated by reference. Previous 
procedural provisions relating to biologies 
have been revoked. 

Cosmetic Labeling 

Section 701.3 <b) and (e) has been 
revised to refer to the provisions in Part 
2 and to delete the reference to a former 
provision in Part 2 that has been revoked 
by the new regulations. 


notification or defects in electronic 

PRODUCTS 

Sections 1003.11(a> and 1003.31<d) 
have been revised to add a provision 
stating that a person who wishes to con¬ 
test a determination that a product fails 
to comply or lias a delect, and a denial 
of an exemption from the notification 
provisions, has an opportunity for a reg¬ 
ulatory hearing pursuant to Subpart P of 
Part 2. Previously, no opportunity for a 
hearing existed. 

REPURCHASE. REPAIRS. OR REPLACEMENT OF 
ELECTRONIC PRODUCTS 

Section 1004.6 has been revised to add 
a new provision stating that, upon denial 
of a plan with respect to repurchase, re¬ 
pair. or replacement of an electronic 
product, a person shall have an oppor¬ 
tunity for a regulatory hearing pursuant 
to Subpart P of Part 2. Previously, no op¬ 
portunity for a hearing existed. 

HEARING UNDER THE FEDERAL IMPORT MILK 
ACT 

A new } 1210.30 has been added to state 
that a person who wishes to contest de¬ 
nial, suspension, or revocation of a per¬ 
mit has an opportunity for a regulatory 
hearing pursuant to Subpart P of Part 2. 
All of the prior procedural provisions 
have been revoked. 

Therefore, pursuant to provisions of 
the Federal Pood. Drug, and Cosmetic 
Act, (Sec. 201 et seq.. 52 Stat. 1040; 21 
U.S.C. 321 et seq.). the Public Health 
Service Act (sec. 1 et seq.. 58 Stat. 682. 
as amended; 42 U.S.C. 201 et seq.), the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970 (sec. 4. 84 Stat. 
1241; 42 U.S.C. 257a). the Controlled 
Substances Act (sec. 301 et seq.. 84 Stat. 
1253; 21 UJ3.C. 821 et seq>. the Federal 
Meat Inspection Act (sec. 409<b). 81 8tat. 
600; 21 U.S.C. 679(b)), the Poultry Prod¬ 
ucts Inspection Act (sec. 24(b). 82 Stat. 
807; 21 U.S.C. 407f <b>). the Egg Products 
Inspection Act (sec. 2 et seq., 84 Stat. 
1620; 21 U.S.C. 1031 et seq.), the Federal 
Import Milk Act (44 Stat. 1101; 21 
U.S.C. 141 et seq.>, the Tea Importation 
Act <21 UB.C. 41 ct seq.). the Federal 
Caustic Poison Act (44 Stat. 1406; 15 
U.S.C. 401-411 notes), the Fair Packag¬ 
ing and Labeling Act <80 Stat. 1296; 15 
U.S.C. 1451 et seq.), and all other statu¬ 
tory authority delegated to him <21 CPR 
2.120), the Commissioner amends Chap¬ 
ter I of Title 21 of the Code of Federal 
Regulations as follows: 

PART 1—REGULATIONS FOR THE EN¬ 
FORCEMENT OF THE FEDERAL FOOD, 

DRUG, AND COSMETIC ACT AND THE 

FAIR PACKAGING AND LABELING ACT 

1. Section 1.1a is revised to read as fol¬ 
lows: 

§ 1.1a Kood% druss dniew, ami rov 
mclic*; labeling; procedure for rc- 
quroting variation* and exemption* 
from required label statement*. 

Section 403(e) of the act (in tills Part 
1. the term "act" means the Federal 
Food, Drug, and Cosmetic Act) provides 


for the establishment by regulation of 
reasonable variations and exemptions 
for small packages from the required 
declaration of net quantity of contents. 
Section 403 < i > of the act provides for the 
establishment by regulation of exemp¬ 
tions from the required declaration of 
ingredients where such declaration is 
impracticable, or results In deception or 
unfair competition. Section 502(b) of 
the act provides for the establishment by 
regulation of reasonable variations and 
exemptions for small packages from the 
required declaration of net quantity of 
contents. Section 602(b) of the act pro¬ 
vides for the establishment by regulation 
of reasonable variations and exemptions 
for small packages from the required 
declaration of net quantity of contents. 
Section 5<b) of the Pair Packaging and 
Labeling Act provides for the establish¬ 
ment by regulation of exemptions from 
certain required declarations of net 
quantity of contents, identity of com¬ 
modity. identity and location of manu¬ 
facturer. packer, or distributor, and from 
declaration of net quantity of servings 
represented, based on a finding that full 
compliance with such required declara¬ 
tions Is Impracticable or not necessary 
for the adequate protection of consumers, 
and a further finding that the nature, 
form, or quantity of the packaged con¬ 
sumer commodity or other good and suf¬ 
ficient reasons justify such exemptions. 
The Commissioner, on his own initiative 
or on petition of an interested person, 
may propose a variation or exemption 
based upon any of the foregoing 
statutory provisions, including proposed 
findings if section 5(b) of the Pair Pack¬ 
aging and Labeling Act applies, pursuant 
to Part 2 of this chapter. 

2. Section 1.8d(f) is revised to read as 
follows: 

§ 1.8d Food labeling; information panrl. 
• • • • • 

(f) If the label of any package of food 
is too small to accommodate all of the 
information required by ii 1.8a, 1.8c, 
1.10,1.13.1.17, and 1.18. and Parts 80 and 
125 of this chapter, the Commissioner 
may establish by regulation an accept¬ 
able alternative method of disseminating 
such Information to the public. e,g.. a 
type size smaller than one-sixteeuth inch 
in height, or labeling attached to or in¬ 
serted in the package or available at the 
point of purchase. A petition requesting 
such a regulation, as an amendment to 
this paragraph shall be submitted pursu¬ 
ant to Part 2 of this chapter. 


3. Part 2 is revised to read as follows: 

PART 2—ADMINISTRATIVE PRACTICES 


Sec. 

AND PROCEDURES 

Subpart A— General 

2.1 

Scape 

2.3 

Definition! 

2.4 

Summary of administrative practice! 
and procedures. 

25 

Submission of document® to Hearii K 
Clerk; computation of tune; avail¬ 
ability for public disclosure. 

26 

Initiation of administrative proceed¬ 
ings. 
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g££ 

2-7 Citizen petition. 

28 Administrative reconsideration of ac¬ 
tion. 

2.9 Administrative stay of action. 

2 10 Promulgation of regulations for the 
efficient enforcement of the law. 

2 11 Court review of final administrative 
action: exhaustion of administra¬ 
tive remedies. 

2 12 Promulgation of regulations and 
orders after an opportunity for a 
formal evidentiary public hearing. 

2 13 Separation of functions; ex parte com¬ 
munications. 

2.14 Referral by court. 

2.13 Meetings and correspondence. 

2.13 Documentation of significant deci¬ 
sions In administrative file. 

2.17 Internal agency review of decisions. 

2.18 Dissemination of draft Pkoksal Rrc- 

isrca notices and regulations. 

2 19 AdvUory opinions. 

2 20 Food and Drug Administration regula¬ 
tions, guidelines, recommendations, 
and agreements. 

2.21 Participation In outside standard-set¬ 
ting activities. 

2 23 Public calendars. 

2.23 Representation by an organization. 

2 34 Settlement proposals. 

2-23 Waiver, suspension, or modification 
of procedural requirements. 


Subpirt 8—Formal Evidentiary Public Hearings 

2.100 Scope of subpart. 

2.110 Initiation of a formal evidentiary pub¬ 
lic hearing involving the issuance, 
amendment, or revocation of a regu¬ 
lation. 

2-Ul Initiation of a formal evidentiary pub¬ 
lic hearing involving the issuance, 
amendment, or revocation of an 
order. 


2.112 
2 113 

2.114 

2.115 
2 116 

2.117 

2.118 
2.119 
2120 

2130 

2131 
2140 
2.141 
2 142 
2143 
2.144 

2150 

2151 

2.152 
2 153 

2154 

2.155 

2156 

2 157 

2168 

2.150 

2160 

2.161 

3.162 

2163 

2164 


Piling objections and requests for a 
a hearing on a regulation or order. 

Ruling on objections and requests for 
hearing. 

Modification or revocation of regula¬ 
tion or order. 

Denial of formal evidentiary public 
hearing In whole or in part. 

Judicial review after waiver of hear¬ 
ing on a regulation. 

Request for alternative form of publlo 
hearing. 

Notice of hearing; stay of action. 

Effective date of a regulation. 

Effective date of an order. 

Appearance. 

Written notice of appearance. 

Presiding officer. 

Commencement of functions. 

Authority of presiding officer. 

Disqualification of presiding officer. 

Unavailability of presiding officer. 

Piling end service of submissions. 

Petition to participate In forma pau¬ 
peris. 

Advisory opinions. 

Disclosure of data and Information by 
the participants. 

Purpose; oral and written testimony: 
burden of proof. 

Participation of nonparties. 

Conduct at oral hearings or confer¬ 
ences. 

Time and place of prehearing confer¬ 
ence. 

Prehearing conference procedure. 

Summary decisions. 

Receipt of evidence. 

Official notice. 

Briefs and argument. 

In im2^ ltorjr W** 1 from ruling of 
presiding officer. 

Official transcript. 


Sec. 

2.165 Motions 

2.170 Administrative record of a formal evi¬ 

dentiary public hearing. 

2.171 Examination of administrative record. 

2.173 Correction of administrative record. 

2.173 Record for administrative decision. 

2.180 Recommended decision or Initial de¬ 

cision. 

2.181 Tentative order. 

2.182 Appeal from or review of Initial de¬ 

cision. 

2.183 Decision by Commissioner after ex¬ 

ceptions to the tentative order, 

2.184 Decision by Commissioner on appeal 

or review of Initial decision, 

2.185 Reconsideration and stay of action. 

2.190 Review by the courts. 

2.191 Copies of petitions for judicial review. 

Subpart C —Public Hearing Before a Public 
Board of Inquiry 

2.200 Scope of subpart. 

2.201 Notice of a public hearing before a 

Public Board of Inquiry. 

2.202 Members of a Public Board of Inquiry. 

2.203 Separation of functions; ex parte 

communications; administrative 
support. 

2.204 Submissions to a Public Board of In¬ 

quiry. 

2.205 Disclosure of data and Information by 

the participants. 

2206 Proceedings of a Public Board of In¬ 
quiry. 

2.207 Administrative record of a Public 
Board of Inquiry. 

2 208 Examination of administrative record. 
2.209 Record for administrative decision. 

Subpart D—Public Hearing Before a Public 
Advisory Committee 

2.300 Scope of subpart. 

2.301 Establishment and renewal of public 

advisory committees. 

2.302 Termination of public advisory com¬ 

mittees. 

2.303 Purpose of proceedings before a public 

advisory committee. 

2.304 Portions of public advisory committee 

meetings. 

2.305 Notice of public hearing before a pub¬ 

lic advisory committee. 

2.306 Chairman of a public advisory 

committee. 

2 307 Meetings of a public advisory com¬ 
mittee. 

2.308 Consultation by a public advisory 
committee with other persons. 

2.300 Additional rules for a particular pub¬ 
lic advisory committee. 

2.310 Compilation of materials for members 
of a public advisory committee. 
2.31! Written submissions to a public ad¬ 
visory committee. 

2.312 Conduct of a public heating before 

a public advisory committee. 

2.313 Minutes and reports of public ad¬ 

visory committee meetings 

2.314 Transcripts of public advisory com¬ 

mittee meetings. 

2.315 Administrative record of a public 

hearing before a public advisory 
committee meeting. 

2.316 Examination of administrative record 

and other advisory committee 
records. 

2.317 Public inquiries and requests for pub¬ 

lic advisory committee records. 

2.318 Determination to close portions of 

public advisory committee meetings. 

2.319 Administrative remedies. 

2.320 Applicability to Congress. 

2.321 Committees working pursuant to a 

contract with the Pood and Drug 
Administration. 

2.322 Application of anticancer clauses. 


Sec. 

2.330 Qualifications for members of stand¬ 

ing policy and technical advisory 
committees. 

2.331 Nominations of voting members of 

standing advisory committees. 

2.332 Nominations and selection of non¬ 

voting members of standing tech¬ 
nical advisory committees. 

2.333 Rights and responsibilities of nonvot- 

ing members of advisory commit¬ 
tees. 

2.334 Ad hoc advisory committee members. 

2.335 Compensation of public advisory com¬ 

mittee members. 

2.340 List of standing advisory committees. 

2.350 Establishment of the Technical Elec¬ 

tronic Product Radiation Safety 
Standards Committee (TEPRSSC). 

2.351 Functions of TEPRSSC. 

2.352 Procedures of TEPRSSC. 

2.353 Membership of TEPRSSC. 

2.354 Conduct of TEPRSSC meetings; avail¬ 

ability of TEPRSSC records. 

2.360 Establishment of a color additive ad¬ 

visory committee. 

2.361 Functions of a color additive advisory 

committee. 

2362 Procedures of a color additive advisory 
committee. 

2 363 Membership of a color additive ad¬ 
visory committee. 

2.364 Fees and compensation pertaining to 
a color additive advisory committee 
2.370 Establishment of standing technical 
public advisory committees for hu¬ 
man prescription drugs. 

2-371 Utilization of a public advisory com¬ 
mittee on the initiative of the Food 
and Drug Administration. 

2.372 Advice and recommendations In writ¬ 
ing. 

2 378 Utilization of a public advisory com¬ 
mittee at the request of an inter¬ 
ested person. 

Subpart C—Public Hearing Before the 
Commissioner 

2.400 Scope of subpart. 

2.401 Notice of a public hearing before the 

CommUs loner. 

2.402 Notice of appearance; schedule for 

hearing. 

2.403 Conduct of a public hearing before the 

Commissioner. 

2.404 Written submissions pertaining to a 

public hearing before the Commis¬ 
sioner. 

2.405 Administrative record of a public 

hearing before the Commissioner 

2.406 Examination of administrative record. 

Sobparl F— ftmilatory Hearing Before the 
Food and Drug Administration 

2 500 Scope of subpart. 

2.601 Inapplicability and limited applica¬ 
bility. 

2.505 Presiding officer. 

2.506 Right to counsel. 

2.510 Regulatory hearing on the initiative 

of the Commissioner. 

2.511 Regulatory hearing pursuant to reg¬ 

ulation. 

2.512 Hearing procedure. 

2.613 Administrative record of a regulatory 
hearing. 

2.514 Examination of administrative record. 

2.515 Record for administrative decision. 

2.516 Reconsideration and stay of action. 
2.520 Judicial review. 

Subpart G—Standards of Conduct and 
Con met of Interest 

2.600 Scope of subpart. 

2.610 Reference to Department regulations. 

2.611 Code of ethics for government service, 

2.612 Food and Drug Administration Con¬ 

flict of Interest Review Board. 
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2 013 Duty to report violation*. 

2 020 lyrmnnent disqualification of former 
employees. 

2.C:‘l Temporary dtsquAl location of former 
employees. 

Auniosmr: Sec. 201 et seq.. Pub. L. 717. 
52 Stat. 1040 as amended (21 U.S.C. 321 et 
seq.): see. 1 et teq.. Pub. L. 410. 58 Stat 682 
an amended (42 UJS.C. 201 et seq.); sec. 4. 
Pub U 91-513, 84 Stat. 1241 (42 U.8.C. 257a I: 
sec. 301 et aeq.. Pub. L. 81-513, 84 Stat 1253 
(21 USC. 821 et aeq.): sec. 409(b). Pub. L. 
242. 81 Stat. 600 (21 US.O. 679): sec. 24(b). 
Pub. L. $5-172, 82 Stat. 807 (21 US.C. 467f 
<b)): sec. 2 et aeq.. Pub. I*. 91-597, 84 Stat. 
1620 (21 US.C. 1031 et seq.); sec. 1 et aeq.. 
Pub L. 625. 44 Stat. 1101-1103 as amended 
(21 U.SC. 141 et seq.); sec. 1 et seq,. Chapter 
358, 29 Slat. 004-607 as amended (21 U-S.C. 
41 et seq ); Pub. L. 783, 44 8tat. 1406 aa 
amended by 74 Stat 381 (15 U3.C. 401-411 
notes): aec. 2 et *cq„ Pub. L. 89 755. 80 Stat. 
1296 < 15 VAC, 1461 etseq.). 

Subport A—General 

8 2.1 Scope, 

<a» Part 2 governs practices and pro¬ 
cedures applicable to ail petitions, hear¬ 
ings. and other administrative proceed¬ 
ings and activities conducted by the Food 
and Drug Administration pursuant to 
the Federal Food, Drug, and Cosmetic 
Act, the Public Health 8er\1ce Act, and 
other laws with respect to which author¬ 
ity has been delegated to the Commis¬ 
sioner of Food and Drugs pursuant to 

9 5.1 of this chapter, except to the extent 
that specific provisions in other sections 
of this chapter state different require¬ 
ments with respect to a particular 
matter. 

<b» Where a specific provision In an¬ 
other section of this chapter states a dif¬ 
ferent requirement with respect to a par¬ 
ticular matter <e,g., the use of a form dif¬ 
ferent from the one specified in 9 2.7 
(b> >, the sections In this Part shall apply 
to the extent that they do not conflict 
with such other provisions (e.g„ the re¬ 
quirements for inclusion of all data and 
information and for translations of for¬ 
eign language in 5 2.5<b> shall apply re¬ 
gardless of which form is used >. 

§ 2.3 Definition*. 

(a> As used In this Part, the follow¬ 
ing terms shall have the meanings spec¬ 
ified: 

<1> “Act" means the Federal Pood. 
Drug, and Cosmetic Act unless otherwise 
Indicated. 

(2) “Department" means the United 
States Department of Health. Education, 
and Welfare. 

(3) “Secretary" means the Secretary 
of Health. Education, and Welfare. 

(4i “Commissioner" means .the Com¬ 
missioner of Food and Drugs, Food and 
Drug Administration. United States De¬ 
partment of Health. Education, and Wel¬ 
fare. or his designee. 

(5) “Agency" means the Food and 
Drug Administration. 

<6> “Person" Includes an Individual, 
partnership, corporation, association, or 
other legal entity. 

(7> “Presiding officer** means the 
Commissioner or his designee or an Ad- 
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ministratlve Law Judge appointed as 
provided in 5 U.S.C. 3105. 

(8) “Hearing Clerk" means the Hear¬ 
ing Clerk of the Food and Drug Adminis¬ 
tration. United States Department of 
Health. Education, and Welfare. Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20852, 

(9) “Proceeding" and “administrative 
proceeding" mean any undertaking to is¬ 
sue, amend, or revoke a regulation or 
order, or to take or refrain from taking 
any other form of administrative action. 

(101 “Party" means the bureau of the 
Food and Drug Administration responsi¬ 
ble for the matter involved and every 
person who either has exercised a right 
to request or has been granted the right 
by the Commissioner to have a formal 
evidentiary public hearing pursuant to 
Subpnrt B of this Part or a regulatory 
hearing before the Commissioner pursu¬ 
ant to Subpart F of this Part, or who has 
waived any such right in order to obtain 
the establishment of a Public Board of 
Inquiry pursuant to Subpart C of this 
Part, and as a result of whose action a 
formal evidentiary hearing or a regula¬ 
tory hearing before the Commissioner 
has been granted or a Public Board of 
Inquiry* has been established. 

(11) "Participant" means any person 
participating in any proceeding, includ¬ 
ing each party and ony other Interested 
person. 

(12) "Interested person" or "any per¬ 
son who will be adversely affected" 
means any person who submits a peti¬ 
tion or comment or objection or other¬ 
wise requests an opportunity to par¬ 
ticipate In any informal or formal ad¬ 
ministrative proceeding or court action. 

(13) "Public Board of Inquiry" or 
"Board" means an administrative law 
tribunal constituted pursuant to the pro¬ 
visions of Subpart C of this Part. 

(14) "Public advisory committee" or 
"advisory committee" means any com¬ 
mittee. board, commission, council, con¬ 
ference, panel, task force, or other 
similar group, or any subcommittee or 
other subgroup thereof, that is not com¬ 
posed wholly of full-time officers or em¬ 
ployees of the Federal government and is 
established or utilized by the Food and 
Drug Administration to obtain advice or 
recommendations. 

(15) "Formal evidentiary public hear¬ 
ing" means any hearing conducted pur¬ 
suant to the provisions of Subpart B of 
this Part*. 

(16) "Public hearing before a Public 
Board of Inquiry" means any hearing 
conducted by a Board pursuant to the 
provisions of Subpart C of this Part. 

(17) "Public hearing before a public 
advisory committee" means any hearing 
conducted by an advisory committee pur¬ 
suant to the provisions of Subport D of 
this Part. 

(18) "Public hearing before the Com¬ 
missioner 4 ' means any hearing conducted 
by the Commissioner or his designee 
pursuant to the provisions of Subpart E 
of this Part. 

(19) "Regulatory hearing before the 
Food and Drug Administration" means 
any hearing conducted by an authorized 


employee of the Food and Drug Admin¬ 
istration pursuant to the provisions of 
Subpart F of this Part. 

(20) "The laws administered by the 
Commissioner" means all the statutory 
provisions with respect to which author¬ 
ity has been delegated to the Commis¬ 
sioner pursuant to 9 5.1 of this chapter. 

(21) Petition" means any petition, 
application, other document requesting 
the Commissioner to establish, amend, 
or revoke a regulation or order, or to take 
or refrain from taking any other form 
of administrative action, under the laws 
administered by him. 

(22) "Regulation" means any agency 
rule of general or particular applicability 
and future effect Implementing or apply¬ 
ing any law administered by the Com¬ 
missioner or relating to administrative 
practices and procedures. Pursuant to 
9 2.20(a), nil agency regulations shall be 
promulgated hi the Federal Rocisteh 
and codified in the Code of Federal Reg¬ 
ulations. 

(23) "Order" means any final agency 
disposition, other than the issuance of 
a regulation, in a proceeding concerning 
any matter and Includes action on any 
new drug application, new animal drug 
application, or biological license. 

(24) "Meeting" means any oral discus¬ 
sion, whether by telephone or in person. 

(25> "Office of the Commissioner" in¬ 
cludes the offices of the associate and 
assistant commissioners and excludes the 
bureaus, the office of the Executive Di¬ 
rector for Regional Operations, and all 
regional and district offices. 

(26) "Administrative action" includes 
every form and kind of act. including the 
refusal or failure to act, involved In the 
implementations of the laws adminis¬ 
tered by the Commissioner, except that 
it does not include the referral of appar¬ 
ent violations to United States attorneys 
for the Institution of civil and criminal 
proceedings and acts preparatory or in¬ 
cidental thereto. 

(27) "Administrative file" or "admin¬ 
istrative record" means the file main¬ 
tained by the Food and Drug Adminis¬ 
tration. cither by the Hearing Clerk or 
by any other agency employee, in which 
all documents comprising the official rec¬ 
ord of any administrative proceeding are 
retained. 

(28) "Food and Drug Administration 
employee" or "Food and Drug Adminis¬ 
tration representative" shall be deemed 
to include members of the Food and 
Drug Division of the office of the Gen¬ 
eral Counsel of the Department of 
Health, Education, and Welfare. 

(b> Any term which Ls defined In sec¬ 
tion 201 of the Federal Food. Drug, and 
Cosmetic Act or Part 1 of this chapter 
shall have that definition. 

(c) Words in the singular form shall 
be doemed to include the plural, words 
in the masculine form shall be deemed 
to Include the feminine form, and vice 
versa, as the case may require. 

(d) Whenever any reference is made 
In this Part to any person in the Food 
and Drug Administration, e.g., the di¬ 
rector of a bureau, such reference shall 
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also be deemed to include all persons to 
whom that person delegated the specific 
function involved. 

§ 2.4 Summaries of adminiMrathc prac¬ 
tice* and procedure** 

The Commissioner shall prepare for 
public distribution summaries of Food 
and Drug Administration administrative 
practices and procedures in terms that 
are readily understood in order to en¬ 
courage and facilitate participation in 
all agency activities. ^ 

§ 2.5. Submission of document* to Hear¬ 
ing Clerk; compulation of time; 
availability for public disclosure. 

(a) All submissions to the Hearing 
Clerk of petitions, comments, objections, 
notices, compilations of data and infor¬ 
mation. and any other documents pursu¬ 
ant to this Part or other sections in this 
chapter shall be filed in quintuplicate. 
except as otherwise specifically provided 
in any relevant Federal Register notice 
or in other sections of this chapter. The 
Hearing Clerk shall be the agency cus¬ 
todian of such documents. 

(b) All such submissions shall be 
signed by the person making the sub¬ 
mission. or by an attorney or other 
authorized representative on his behalf. 
If a submission is signed by an attorney 
or other authorized representative on 
behalf of another person, the submission 
shall be accompanied by a signed state¬ 
ment of authorization or other docu¬ 
mentation verifying his authority to sign 
the submission as such person's repre¬ 
sentative. unless such authorization has 
previously been submitted as part of the 
administrative file in the same proceed¬ 
ing Submissions by trade associations 
5-hall also be subject to the requirements 
of *2.23(b>. 

<c) All data and information referred 
to or in any way relied upon in any* such 
submissions shall be included in full and 
may not be Incorporated by reference, 
unless previously submitted as part of 
the administrative file in the same 
proceeding. 

<1> A copy of any article or other ref¬ 
erence or source cited shall be included. 

(2) If any part of the material submit- 
to* is in a foreign language, it shall be 
accompanied by an English translation 
verified under oath to be complete and 
accurate, together with the name, ad¬ 
dress, and a brief statement of the qual¬ 
ifications of the person making the 
translation. Translations of literature or 
other material In a foreign language 
shall be accompanied by copies of the 
original publication. 

(3) Where relevant data or Informa¬ 
tion are contained in a document also 
containing irrelevant matter, the ir¬ 
relevant matter shall be deleted and 
only the relevant data or information 
shall be submitted. 

<4> Pursuant to * 4.63 (a) and (b) of 
this chapter, the names and other in¬ 
formation which would identify patients 
or research subjects shall be deleted 
from any record before it is submitted 
to the Hearing Clerk in order to preclude 
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a clearly unwarranted Invasion of per¬ 
sonal privacy. 

(5) Defamatory, scurrilous, or intem¬ 
perate matter shall be deleted from any 
record before it is submitted to the 
Hearing Clerk. 

(6) The failure to comply with the re¬ 
quirements of this paragraph or any 
other requirement in this Part shall re¬ 
sult in rejection of the submission for 
filing or. if it is filed, in exclusion from 
consideration of any portion of the sub¬ 
mission which fails to comply. If a sub¬ 
mission fails to meet any requirement 
of this section and such deficiency be¬ 
comes know to the Hearing Clerk, the 
Hearing Clerk shall return the submis¬ 
sion with a copy of the applicable regu¬ 
lations indicating those provisions not 
complied with in the submission. A de¬ 
ficient submission may be corrected or 
supplemented and subsequently filed. 

(d) The filing of a submission shall 
mean only that the Hearing Clerk has 
not determined that it fails to meet the 
technical requirements for filing estab¬ 
lished In this section and in any other 
applicable sections in this chapter, e.g., 
I 2.7 relating to a citizen petition. The 
filing of a petition shall not mean or 
imply that it in fact meets all applicable 
requirements or that it contains reason¬ 
able grounds for the action requested or 
that the action requested is in accord¬ 
ance with law. 

(e) All submissions to the Hearing 
Clerk shall be considered as submitted on 
the date on which they are postmarked 
or, If delivered in person during regular 
business hours, on the date on which 
they are so delivered* unless a provision 
in this Part or an applicable Federal 
Register notice specifically states that 
such documents must be received by a 
specified date, e.g.. | 2.8(g) relating to 
a petition for reconsideration, in which 
case they shall be considered submitted 
on the date actually received. 

(f) All such submissions shall be 
mailed or delivered in person to the 
Hearing Clerk. Food and Drug Adminis¬ 
tration. Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20852, except that a sub¬ 
mission which is required to be received 
by the Hearing Clerk by a specified date 
may be delivered in person to the Food 
and Drug Administration building in 
downtown Washington. Rm. 6819, 200 C 
St., SW., Washington, DC 20201 and 
shall be considered as received by the 
Hearing Clerk on the date on which it 
is logged in at Rm. 6819. 

(g> The Food and Drug Administra¬ 
tion ordinarily will not acknowledge or 
give receipt for such documents, except: 

(1) Documents delivered in person or 
submitted by certified or registered mail 
with a return receipt requested. 

(2) Petitions for which acknowledge¬ 
ment of receipt of filing is provided by 
regulations in this chapter or by cus¬ 
tomary practice, e.g., * 2.7(c) relating to 
a citizen petition. 

(h) Saturdays. Sundays, and Federal 
legal holidays shall be Included In com¬ 
puting the time allowed for the submis¬ 
sion of any document, except that when 
such time expires on a Saturday, Sun¬ 
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day. or Federal legal holiday, such pe¬ 
riod shall be extended to Include the 
next following business day. 

(i) All submissions to the Hearing 
Clerk constitute a representation that, 
to the best of the knowledge, informa¬ 
tion, and belief of the person making the 
submission, all statements made in the 
submission are true and accurate. Ail 
such submissions are subject to the False 
Reports to the Government Act. 18 U.8.C. 
1001, under which a willfully false state¬ 
ment Is a criminal offense. 

(J) The availability for public exami¬ 
nation and copying of submissions to 
the Hearing Clerk shall be governed by 
the following rules: 

(1) Except to the extent provided in 
paragraphs (JX2) and (3) of this sec¬ 
tion. the following submissions, including 
all supporting material, shall be on pub¬ 
lic display and shall be available for pub¬ 
lic examination during regular business 
hours on Monday through Friday. Re¬ 
quests for copies of such submissions 
shall be filed and handled pursuant to 
the provisions of Subpart C of Part 4 
of this chapter. 

(i) Petitions. 

<li) Comments on petitions, on docu¬ 
ments published in the Federal Register. 
and on similar public documents. 

(iii > Objections and requests for hear¬ 
ings filed pursuant to Subpart B of this 
Part. 

(lv) Materia] submitted at a formal 
evidentiary public hearing pursuant to 
Subpart B of this Part, a public hear¬ 
ing before a Public Board of Inquiry pur¬ 
suant to Subpart C of this Part, a pub¬ 
lic hearing before the Commissioner pur¬ 
suant to Subpart E of this Part, or an 
alternative form of hearing before a pub¬ 
lic advisory committee pursuant to 
f 2.117(a) (2). 

(V) Material placed on public display 
pursuant to regulations In this chapter, 
e.g.. agency guidelines filed pursuant to 
f 2.20(bi. 

<2> (i) Material submitted with objec¬ 
tions and requests for hearings filed pur¬ 
suant to Subpart B of this Part, or at 
a formal evidentiary public hearing pur¬ 
suant to Subpart B, a public hearing 
before a Public Board of Inquiry pursuant 
to Subpart C of this Part, or an alterna¬ 
tive form of public hearing before a pub¬ 
lic advisory committee or a public hear¬ 
ing before the Commissioner pursuant to 
i 2.117(a) (2) or (3). of the following 
types shall be on public display and shall 
be available for public examination dur¬ 
ing regular business hours on Monday 
through Friday, but shall not be avail¬ 
able for copying or any other form of 
verbatim recording or transcription un¬ 
less it is otherwise available for public 
disclosure pursuant to the provisions of 
Part 4 of this chapter and the regula¬ 
tions referenced therein: 

(a) Safety and effectiveness data and 
information, which include all studies 
and tests of an Ingredient or product 
on animals and humans and all studies 
and tests on the ingredient or product 
for Identity, stability, purity, potency, 
bioavailability, performance, and use¬ 
fulness. 


FEOERAl REGISTER, VOL 40, NO. 102—TUESDAY, MAY 27, 1975 







22988 


RULES AND REGULATIONS 


<t>» A protocol for a test or study. 

(IP Material submitted pursuant to 
the provisions of this paragraph (j) (2) 
shall be segregated from all other sub¬ 
mitted material and clearly so marked. 
Any person who does not agree that such 
a submission is properly subject to the 
provisions of this paragraph (j) <2) may 
request a ruling thereon from the As¬ 
sistant Commissioner for Public Affairs 
who decision on the matter shall be final, 
subject to judicial review pursuant to 
f 4.46 of this chapter. 

(UP Material submitted pursuant to 
the provisions of this paragraph (j> (2) 
Khali be retained on public display and 
available for public examination only for 
such period of time as is appropriate to 
permit public participation in a public 
hearing and any related Judicial review, 
and shall thereafter be subject to the 
provisions of paragraph <J>(3> of. tills 
section 

(lv) In accordance with the policy 
stated in 5 4.86 of this chapter, the 
limited availability of material pursuant 
to this paragraph <J> <2> shall be deemed 
not to constitute prior disclosure to the 
public as defined in $ 4.81 of this chapter 
and no such data and information shall, 
if copied or otherwise recorded or tran¬ 
scribed in violation of the provisions of 
this paragraph < JM2). be submitted to or 
received or considered by the Pood and 
Drug Administration by any other person 
in support of a petition or other request. 

(3) (i> Material prohibited from pub¬ 
lic disclosure pursuant to 8 4.63 of this 
chapter (clearly unwarranted Invasion 
of personal privacy) as interpreted and 
applied in Part 4 of this chapter and 
the regulations referenced therein, and 
material submitted with objections and 
requests for hearings filled pursuant to 
Subpart B of this Part, or at a formal 
evidentiary public hearing pursuant to 
Subpart B of this Part, a public hearing 
before a Public Board of Inquiry pur¬ 
suant to Subpart C of this Part, or an 
alternative form of public hearing before 
a public advisory committee or a public 
hearing before the Commissioner pur¬ 
suant to 8 2.117(a) (2) or (3), of the 
following types shall not be on public 
display, shall not be available for public 
examination, and shall not be available 
for copying or any other form of ver¬ 
batim transcription unless they are 
otherwise available for public disclosure 
pursuant to the provisions of Part 4 of 
this chapter and the regulations refer¬ 
enced therein: 

(a) Manufacturing methods of proc¬ 
esses. including quality control proce¬ 
dures 

(b > Production. sales, distribution, and 
similar data and information, except any 
compilation of such data and Informa¬ 
tion aggregated and prepared in a way 
that does not reveal confidential data 
and information. 

(c) Quantitative or semlquantitative 
formulas. 

<d> Data and information on design 
or construction of products. 

(ii) Materia] submitted pursuant to 
the provisions of this paragraph (J) (3) 


shall be segregated from all other sub¬ 
mitted material and clearly so marked. 
Any person who does not agree that such 
a submission is properly subject to the 
provisions of this paragraph <j)<3> may 
request a ruling thereon from the Assist¬ 
ant Commissioner for Public Affairs 
whose decision on the matter shall be 
final, subject to judicial review pursuant 
to 8 4.46 of this chapter. 

§ 2.6 Initiation of admiimtnithr pro¬ 
ceeding*. 

An administrative proceeding under 
the law's administered by the Commis¬ 
sioner may be Initiated in any of the 
following three ways: 

(a) Any interested person may peti¬ 
tion the Commissioner to issue, amend, 
or revoke a regulation or order, or to 
take or refrain from taking any other 
‘form of administrative action, under 
the laws administered by him. Any such 
petition shall be either (1) in the form 
specified in other applicable sections in 
this chapter. e.g., the form for a food 
additive petition in 1121.51 of this chap¬ 
ter or for a new drug application in 
8 314.1 of this chapter or for a new ani¬ 
mal drug application in 8 514.1 of this 
chapter, or (2) in the form for a citizen 
petition in 8 2.7. 

(b> The Commissioner may on ills own 
initiative institute a proceeding to issue, 
amend, or revoke a regulation or order, 
or to take or refrain from taking any 
other form of administrative action, 
under the laws administered by him. 
The Food and Drug Administration hax 
primary jurisdiction to make the initial 
determination on issues within its statu¬ 
tory mandate, and will request a court 
to dismiss, or to hold in abeyance Us 
determination of or refer to the agency 
for administrative determination, any 
such issue which has not previously been 
determined by the agency or which. If 
it has previously been so determined, the 
agency concludes should be reconsidered 
and subject to a new administrative de¬ 
termination. The Commissioner may. in 
ills discretion, utilize any of the proce¬ 
dures established in this Part in review¬ 
ing and making a determination on any 
matter on his own Initiative. 

(c) The Commissioner shall institute 
a proceeding to determine whether he 
should issue, amend, or revoke a regula¬ 
tion or order, or take or refrain from 
taking any other form of administrative 
action under the laws administered by 
him. whenever any court holds In abey¬ 
ance or refers any such matter to him 
for an administrative determination 
and he concludes that such an admin¬ 
istrative determination is feasible in 
light of agency priorities and resources. 

§ 2.7 Calutcn petition. 

(a) The provisions of this section shall 
apply to any petition submitted by any 
person, except to the extent that specific 
provisions in other sections of this chap¬ 
ter state different requirements with 
respect to a particular matter. 

(b) Any petition (including any at¬ 
tachments) shall be submitted in ac¬ 


cordance with § 2.5 and in the following 
form: 

(Date) 

Hearing Clerk, Food and Drug Administra¬ 
tion. Department of Health, Education, and 

Welfare. Rin. 4-455, 5600 Fisher* Lane. 

Rockville MD 20852. 

Crrt&EK Petition 

The undersigned submits this petition pur¬ 
suant to-— (relevant statutory 

sections, If known) of the__«._(Fed¬ 

eral Food, Drug, and Cosmetic Act and/or 
the Public Health Service Act and/or any 
other statutory provision with respect to 
which authority has been delegated to the 
Commissioner of Food and Drugs pursuant 
to 2r CFR 5.1) to request the Commissioner 

of Food and Drugs to__ (fasti r. 

amend, or revoke a regulation or order or 
take or refrain from taking any other form 
of administrative action) • 

A. Action Requested, 

((1) If the petition requests the Commis¬ 
sioner to Issue, amend, or revoko a regula¬ 
tion. the exact wording of the existing reg¬ 
ulation (If any) and the proposed regulation 
or amendment requested.) 

((2) If the petition requests the Commit- 
aloner to issue, amend, or revoke an order, 
a copy or the exact wording of and citation 
to the existing order (if any) and the exact 
wording requested for the proposed order ) 

((8) If the petition requests the Comixu*- 
a loner to take or refrain from taking any 
other form of administrative action, the 
specific action or relief requested ) 

B. Statement of Grounds. 

(A fuU statement of the factual and legal 
grounds upon which the petitioner relic* 
Such grounds shall include all relevant data, 
information, and views on which the peti¬ 
tioner relies, as well as representative data 
and Information known to the petitioner 
which are unfavorable to the petitioner * 
position, and shall be submitted In a well- 
organixed format.) 

C. Environmental Impact. 

(An environmental impact analysis report 
in the form specified In 21 CFR 0.1(g). ex¬ 
cept for the types of actions specified In 21 
CFR 6.1(e).) 

The undersigned certifies, that, to the best 
of his knowledge and belief thfa petition In¬ 
cludes all data. Information, and views on 
which the petition reties, and that it include* 
representative data and information known 
to the petitioner which are unfavorable to 
the petition. 

Very truly yours. 


(Signature i 


< Name of petitioner i 


< Mailing addre&t) 


(Telephone number! 

(c> Any petition which appears to meet 
the requirements of paragraph (b> of 
this section and 8 2.5 shall be filed by 
the Hearing Clerk, stampted with the 
date of filing, and assigned a docket 
number. The docket number shall be 
used to Identify the administrative file 
established by the Hearing Clerk for all 
submissions relating to the petition, as 
provided in Uiis Part. All subsequent 
submissions relating to the matter shau 
refer to such docket number and shall be 
filed in such administrative file. Identi- 
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cal. similar, or related petitions may be 
filed together and given the same docket 
number. The Hearing Clerk shall 
promptly notify the petitioner in writing 
of the filing and docket number of a 
petition. 

<d) Any interested person may submit 
written comments to the Hearing Clerk 
on any filed petition, which shall become 
part of the administrative file. Such com¬ 
ments shall specify the docket number of 
the petition and may support or oppose 
the petition in whole or in part. Any re¬ 
quest for alternative or different ad¬ 
ministrative action shall be in the form 
of a separate petition. 

<c> The Commissioner shall review 
and rule upon every’ petition filed pur¬ 
suant to paragraph (c> of this section 
kj. promptly as is feasible, taking into 
r onsideratlon (1) the agency resources 
available to handle the category of sub¬ 
ject matter involved. < 2> the priority as¬ 
signed to the petition in relation both to 
the category of subject matter involved 
and the overall work of the agency, and 
< 3) time requirements established by 
statute. The Commissioner may grant or 
deny such a petition, in whole or in part, 
and may grant such other relief or take 
such other action as he may determine 
to be warranted by the petition. The 
i>cUtioner shall be notified in writing of 
the Commissioner’s decision on a pe¬ 
tition. Such decision shall be placed in 
the public docket file in the office of the 
Hearing Clerk and may also be in the 
form of a notice published in the Fed¬ 
eral Register. 

if) If a petition filed pursuant to 
paragraph (c) of this section requests 
the Commissioner to issue, amend, or 
revoke a regulation, the provisions of 
i 210 or i 2.12 shall also apply. 

(g) A petitioner may supplement, 
amend, or withdraw his petition upon 
written request without agency approval 
prior to the time the Commissioner rules 
on the petition unless the petition has 
been referred for a hearing under Sub¬ 
parts B, C, D. or E of this Part. In all 
other Instances, a petition may be sup¬ 
plemented, amended, or withdrawn only 
with approval of the Commissioner. 

ih) In reviewing any matter which 
U the subject of a petition filed pursuant 
to paragraph (c) of this section, the 
Commissioner may, in his discretion, 
utilize any of the following procedures. 

<1> Conferences, meetings, discussions, 
and correspondence pursuant to I 2.15. 

(2) A formal evidentiary public hear¬ 
ing pursuant to Subpart B of this Part. 

<3> a public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part. 

a public hearing before a public 
advisory' committee pursuant to Subpart 
D of this Part 

(5) A public hearing before the Com¬ 
missioner pursuant to Subpart E of this 

Part. 

< 61 A regulatory hearing before the 
rod and Drug Administration pursuant 
to Subpart P of thla Part 

A notice published in the Federal 
requesting data, information, 
and views. 
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<8> A proposal to issue, amend, or 
revoke a regulation, in accordance with 
the provisions of | 2.10 or I 2.110. 

• 9> Any other specific public procedure 
established by the provisions in other 
sections of this chapter and explicitly 
made applicable to the matter by those 
provisions. 

<i> The record of the administrative 
proceeding shall consist of the following: 

(1) The petition, including all data 
and information on wjilch It relies, filed 
by the Hearing Clerk. 

<2> All comments received on the pe¬ 
tition. including ail dAta or information 
submitted as a part of such comments. 

C3> If the petition resulted in a pro¬ 
posal to issue, amend, or revoke a regu¬ 
lation. all of the documents specified in 
S 2.10*8 ». 

(4 1 The record, consisting of any tran¬ 
scripts. minutes of meetings, reports. 
Federal Register notices, and other 
documents, resulting from any of the 
optional procedures specified In para¬ 
graph (g> of this section, except that it 
shall not include the transcript of any 
closed portion of any public advisory 
committee meeting. 

(5> The Commissioner’s decision on 
the petition, including ail data and in¬ 
formation identified or filed by the Com¬ 
missioner with the Hearing Clerk as 
part of the record supporting the deci¬ 
sion. 

(6» All documents filed with the 
Hearing Clerk pursuant to 12.15(f). 

(7) If any petition for reconsideration 
or for a stay of action is filed pursuant 
to paragraph (j) of this section, the 
administrative record specified in 12.8 
<k> or 8 2.9(h) respectively. 

<J> The administrative record speci¬ 
fied in paragraph <i> of this section shall 
constitute th exclusive record for the 
Commissioner's decision. The record of 
the administrative proceeding shall be 
closed as of the date of the Commis¬ 
sioner's decision unless some other date 
for the closing of the record is specified 
by the Commissioner. Thereafter any in¬ 
terested person may submit a petition 
for reconsideration pursuant to f 2.8 and 
a petition for stay of action pursuant to 
*2.9. Any person who vtishes to rely 
upon data, information, or views not in¬ 
cluded In tiie administrative record shall 
submit it to the Commissioner with a 
new petition to modify the decision pur¬ 
suant to this section. 

<’k) The provisions of this section shall 
not apply to requests, suggestions, and 
recommendations made informally in 
routine correspondence received by the 
Food and Drug Administration. Such 
correspondence does not constitute a 
petition within the meaning of this sec¬ 
tion unless it purports to meet the re¬ 
quirements of this section. Action with 
respect to such routine correspondence 
does not constitute final administrative 
action which is subject to judicial review 
pursuant to * 2.11. 

(1) Hie Hearing Clerk shall maintain 
a chronological list of ail petitions filed 
pursuant to this section and 6 2.19. but 
excluding petitions submitted elsewhere 
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in the agency pursuant to 8 2.6(a)(1), 
showing: 

< 1) The docket number. 

<2> The date the petition was filed by 
the Hearing Clerk. 

(3) The name of the petitioner. 

<4> The subject matter involved. 

§ 2.8 Aiiminiolntlivr rertmtideration of 
action. 

<a) The Commissioner may at any 
time conclude to reconsider any matter, 
on his own initiative or on the petition 
of any interested person. 

(to) Any interested person may request 
reconsideration of any part or all of a 
decision of the Commissioner on any 
petition submitted pursuant to 8 2.6(a). 
Any such request shall toe submitted in 
accordance with 8 2.5 and in the follow¬ 
ing form no later than 30 days after the 
date of the decision involved. 


(D*U» 

Hearing Cleric, Food and Drug Administra¬ 
tion, Department of Health, Education, and 

Welfare. Rm. 4-65. 6600 Flaher* l*ane. Rock¬ 
ville, MD 20R52 

Prrmosc roa Rrcox*n>iawno:< 

Docket No._ 

The undersigned submtta thla petition for 
reconsideration of the decision of the Com¬ 
missioner of Food and Drugs In Docket 
No.. 

A. Decision Involved. 

(A concise statement of the decision of the 
Commissioner which the petitioner wishes 
to ha to reconsidered.) 

B. Action Requested. 

(Tho decision which the petitioner re¬ 
quests the Commissioner to make upon re¬ 
consideration of the matter.) 

C. Statement oj Grounds. 

[A fuU statement of the factual and legal 
grounds upon which the petitioner relies. 
Such grounds shall demonstrate that rele¬ 
vant data, information, and views contained 
in the administrative record were not pre¬ 
viously or not adequately considered by the 
Commissioner. No new data, information, or 
views may be Included in a petition for re¬ 
consideration.) 

Very truly yours. 


(Signature) 


(Name of petitioner) 


i Mailing address) 
(Telephone number) 

(O A petition for reconsideration re¬ 
lating to a petition submitted pursuant 
to 8 2.6(a)(2) shall be subject to the 
requirements of 8 2.7 (c> and (d), ex¬ 
cept that It shall be filed in the same 
docket file as the petition to which it re* 
laies. 

(d> The Commissioner Khali promptly 
review a petition for reconsideration. 
The Commissioner may grant such a 
petition in any proceeding when he de¬ 
termines that it is in the public interest 
and in the interest of justice. The Com¬ 
missioner shall grant a petition for re¬ 
consideration in any proceeding if he de¬ 
termines that all of the following apply: 
(1) the petition demonstrates that rele¬ 
vant data. Information, or views con¬ 
tained in the administrative record were 
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not previously or not adequately consid¬ 
ered by the Commissioner. (2) the peti¬ 
tioner’s position is not frivolous and is 
being pursued in good faith. (3) the Peti¬ 
tioner has demonstrated sound public 
policy grounds supporting reconsidera¬ 
tion. and <4* reconsideration is not out¬ 
weighed by public health considerations 
or other public interests. 

(e) A petition for reconsideration shall 
be based only on data, information, and 
views contained in the administrative 
record on which the Commissioner made 
his decision. Any interested person who 
wishes to rely upon data, information, or 
views not Included in such administra¬ 
tive record shall submit it to the Com¬ 
missioner with a new petition to modify 
the decision pursuant to $ 2.6(a). 

(f> The Commissioner’s decision on a 
petition for reconsideration shatl be in 
writing and shall be placed on public dis¬ 
play as part of the administrative file on 
the matter in the office of the Hearing 
Clerk. A determination to grant recon¬ 
sideration shall be published in the Fed¬ 
eral Register if the Commissioner's 
original decision was published in the 
Federal Register. Any other determina¬ 
tion to grant or to deny reconsideration 
may also be published in the Federal 
Register. 

(g) The Commissioner will consider a 
petition for reconsideration only if it is 
submitted within 30 days of the date of 
the decision involved and before such 
petitioner brings legal action in the 
courts to review such action, except that 
such a petition shall also be considered 
if the Commissioner has denied a petition 
for stay of action and such petitioner h&s 
petitioned for judicial review of the Com¬ 
missioner’s action and requested the re¬ 
viewing court to grant a stay pending 
consideration of such review. A petition 
for reconsideration submitted later than 
30 days after the date of the decision in¬ 
volved shall be denied as untimely. A 
petition for reconsideration shall be con¬ 
sidered as submitted on the day it is re¬ 
ceived by the Hearing Clerk. 

<h) The Commissioner may on his own 
initiative decide to reconsidered all or 
part of any matter at any time after it 
has been decided or action has been 
taken. If review of such matter is pending 
in the courts, the Commissioner may re¬ 
quest that the court refer the matter back 
to the agency or hold its review in abey¬ 
ance pending administrative reconsid¬ 
eration. The administrative record of the 
proceeding shall include all additional 
documents relating to such reconsidera¬ 
tion. 

(i> After determining to reconsider a 
matter, whether on the petition of an 
interested person or on his own initiative, 
the Commissioner shall review and rule 
on the merits of the matter pursuant to 
$ 2.7(e). The Commissioner may reaffirm, 
modify, or overrule his prior decision, in 
whole or in part, and may grant such 
other relief or take such other action 
as he may determine to be warranted. 

(J) The Commissioner’s reconsidera¬ 
tion of any matter relating to a petition 
submitted pursuant to 12.6(a)(2) shall 
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be subject to the provisions of 8 2.7(f) 
through (h), (J).and (k). 

(k) The record of the administrative 
proceeding shall consist of the following. 

(l) The record of the original petition 
specified in 8 2.7(1). 

(2) The petition for reconsideration, 
including all data and information on 
which it relies, filed by the Hearing 
Clerk. 

(3) All comments received on such 
petition, including all data or informa¬ 
tion submitted as a part of such 
comments. 

(4) The Commissioner’s decision on 
such petition pursuant to paragraph (f) 
of this section, including all data and 
information identified or filed by the 
Commissioner with the Hearing Clerk as 
part of the record supporting the de¬ 
cision. 

(5) Any Federal Register notices or 
other documents resulting from such 
petition. 

(6) All documents filed with the Hear¬ 
ing Clerk pursuant to 8 2.15(f). 

(7) If the Commissioner reconsiders 
the matter, the administrative record re¬ 
lating to such reconsideration specified 
in 8 2.7<i). 

§ 2.9 Adminifttrativc *tay of action. 

(a) The Commissioner may stay (in¬ 
cluding extend) the effective date of any 
relevant action pending or following his 
decision on any matter, on his own ini¬ 
tiative or on the petition of any inter¬ 
ested person. 

<b) Any interested person may request 
the Commissioner to stay the effective 
date of any administrative action. Such 
a stay may be requested for a specific 
time period or for an indefinite time pe¬ 
riod. Any such request shall be submitted 
in accordance with 8 2:5 and In the fol¬ 
lowing form no later than 30 days after 
the date of the decision involved. 


(Date) 

Hearing Cleric. Food and Drug Administra¬ 
tion. Department of Health. Education. 

and Welfare. Rm 4-65, 5600 Fishers Lane. 

Rockville. MD 20653 

Peti t i on for Stay or Action 

The undersigned submits this petition re¬ 
questing that the Commissioner of Food 
and Drugs stay the effective date of his ac¬ 
tion with respect to the following matter. 

A. Decision Involved . 

(The specific administrative action being 
taken by the Commissioner for which a stay 
U requested, including the docket number or 
other citation to the action involved.) 

B. Action Requested . 

(The length of time for which the stay la 
requested, which may be for a specific or In¬ 
definite time period.) 

C. Statement of Grounds. 

(A fuU statement of the factual and legal 
grounds upon which the petitioner relies for 
the stay.) 

Very truly yours. 


(Signature) 


(Name of petitioner) 
(Mailing address) 
(Telephone number) 


(c) A petition for stay of action relat¬ 
ing to a petition submitted pursuant to 
8 2.6(a)(2) shall be subject to the re¬ 
quirements of paragraphs (c) and <d> of 
8 2.7, except that it shall be filed in the 
same docket file as the petition to which 
it relates. 

<d> Neither the filing of a petition for 
a stay of action pursuant to this section 
nor action taken by an interested person 
in accordance with any other administra¬ 
tive procedure in this part or in any 
other section of this chapter, e.g., the 
filing of a citizen petition pursuant to 
8 2.7 or a petition for reconsideration 
pursuant to 8 2.8 or a request for an ad¬ 
visory opinion pursuant to 8 2.18. shall 
operate to stay or otherwise delay any 
administrative action by the Commis¬ 
sioner. including enforcement action of 
any kind, unless one of the following 
applies: 

(1) The Commissioner, in his discre¬ 
tion. determines that a stay or delay is 
in the public interest and stays the ac¬ 
tion. 

(2) A statutory' provision requires that 
tiie matter be stayed. 

- (3) A court orders that the matter be 
stayed. 

<e) The Commissioner shall promptly 
review a petition for stay of action. The 
Commissioner may grant or deny such a 
petition, in whole or in part, and may 
grant such other relief or take such other 
action as he may determine to be war¬ 
ranted by the petition. The Commis¬ 
sioner may grant a stay in any proceed¬ 
ing If he determines that it is in the pub¬ 
lic interest and in the Interest of Justice. 
The Commissioner shall grant a stay in 
any proceeding if he determines that all 
of the following apply: (1) Tlic peti¬ 
tioner will otherwise suffer irreparable 
injury, (2) the petitioner's case is not 
frivolous and is being pursued in good 
faith. <3> the petitioner has demon¬ 
strated sound public policy grounds sup¬ 
porting the stay, and (4) the delay re¬ 
sulting from the stay is not outweighed 
by public health considerations or other 
public Interests. 

<f> The Commssioncr’s decision on a 
petition for stay of action shall be in 
writing and shall be placed on public 
display as part of the file on the matter 
in the office of the Hearing Clerk. A de¬ 
termination to grant a stay shall be 
published in the Federal Register if the 
Commissioner’s original decision was 
published In the Federal Recister. Any 
other determination to grant or to deny 
a stay may also be published in the Fed¬ 
eral Register. 

<g) A petition for a stay of action 
submitted later than 30 days after the 
date of the decision involved shall be 
denied as untimely. A petition for a stay 
of action shall be considered as submit¬ 
ted on the day it is received by the 
Hearing Clerk. 

(h) The record of the administrative 
proceeding shall consist of the following: 

(I) The record of the proceeding to 
which the petition for stay of action is 
directed. 
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<2) The petition for stay of action. In¬ 
cluding all data and Informtaion on 
which It relies, filed by the Hearing Clerk. 

(3> All comments received on such 
petition. Including all data or Informa¬ 
tion submitted as a part of such com¬ 
ments. 

<4) The Commissioner's decision on 
such petition pursuant to paragraph (e> 
of this section, including all data and 
informtaloin Identified or filed by the 
Commissioner with the Hearing Clerk 
as part of the record supporting the 
decision. 

(5) Any Federal Registle notices or 
other documents resulting from such 
petition. 

< 6* All documents filed with the Hear¬ 
ing Clerk pursuant to $ 2 15<f>. 

§2.10 Promulgation of regulation* for 
the rflirient rnforrrment of tl»e la*. 

»a> The Commissioner may propose 
and promulgate regulations for the 
efficient enforcement of the laws admin¬ 
istered by him whenever he concludes 
that It is necessary or appropriate to do 
so The Issuance, amendment, or revoca¬ 
tion of any such regulation may be Ini¬ 
tiated in any of the ways specified in 
5 2 . 6 . 

(1» This section shall apply to any 
regulation (1» not subject to 92.12 and 
Subpart B of this Part or (ii) if it is 
subject to 9 2.12 and Subpart B of this 
Part, to the extent that those provisions 
make tills section applicable. 

(2) A regulation proposed by an in¬ 
terested person in a petition submitted 
pursuant to 9 2.6« a» shall be published by 
the Commissioner In the Federal Regis¬ 
ter as a proposal If he determines that: 

<i > The petition contains facts demon¬ 
strating reasonable grounds for the 
proposal. 

<li) The petition contains a substan¬ 
tial showing that the proposal is in the 
public interest and will promote the 
objectives of the act and the agency. 

till ' The requested proposal is lawful. 

<3> The Commissioner may publish 
two or more alternative proposed regu¬ 
lations on the some subject in order to 
obtain comment on the different alterna¬ 
tives. 

t4> The Commissioner may publish a 
regulation proposed by an Interested per¬ 
son in a petition submitted pursuant to 
I2.6<a) together with the Commission- 
er’i. preliminary views on the proposal 
and any alternative proposal. 

(b) Except as provided in paragraphs 
<d) and (e) of this section, any such 
regulation shall be the subject of a notice 
of proposed rule making published in the 
Federal Register. 

Such notice shall contain <0 a 
general statement in the first or second 
Paragraph describing the substance of 
the document in easily understandable 
terms, (ii) a preamble which .summarizes 
the proposal and the facte and policy 
underlying it. Oil) reference* to all data 
and information on which the CommLs- 
Rioner relics for the proposal (copies or 
* full list of which shall be a part of the 

administrative 011 U* c matter in the 

office of the Hearing Clerk*. <iv> the au¬ 


RULES AND REGULATIONS 

thority under which the regulation is 
proposed. <v» either the terms or sub¬ 
stance of the proposed regulation or a 
description of the subjects and issues 
involved. <vi> a proposed effective date. 
(vii> a reference to the existence or lack 
of need for an environmental impact 
statement pursuant to 9 6.1(a) <3> (ii) or 
(Hi) of this chapter, (viii) the time, 
place, and method for interested per¬ 
sons to submit written comments on the 
proposal, and a statement that comments 
shall be submitted in accordance with 
the requirements of this Part and <lx> 
the docket number of the matter, which 
shall be used to identify the administra¬ 
tive file established by the Hearing Clerk 
for all submission relating to the matter, 
as provided in this Part. 

<2> Such proposal shall ordinarily pro¬ 
vide 60 days for comment, although the 
Commissioner may reduce or extend this 
time period for good cause. In no event 
shall the time for comment be less than 
ten days. 

(3) After publication of the notice of 
proposed rule making, any interested 
person may request the Commissioner to 
extend the comment period for an addi¬ 
tional specified period of time by sub¬ 
mitting a written request to the Hearing 
Clerk stating the grounds therefor. Such 
requests shall be pursuant to 9 2.9. ex¬ 
cept that the heading shall be “RE¬ 
QUEST FOR EXTENSION OF COM¬ 
MENT PERIOD." 

<i> Any such request shall demonstrate 
why comments could not reasonably be 
submitted within the time permitted, or 
that important new information will 
shortly be available, or that sound pub¬ 
lic policy otherwise supports an exten¬ 
sion of the time for comment. The Com¬ 
missioner may grant or deny such re¬ 
quest or may grant an extension for a 
time period different than that re¬ 
quested. Extension* of time to comment 
will not ordinarily be granted. An exten¬ 
sion of time to comment may be limited 
to specific persons who have made and 
justified such a request, but shall or¬ 
dinarily apply to all Interested persons. 

(U) Any extension of time to comment 
of 30 days or longer shall be the subject 
of a notice published in the Federal 
Register and shall be applicable to all 
interested persons. Any extension of time 
to comment of less than 30 days shall 
be the subject either of a letter or memo¬ 
randum filed with the Hearing Clerk or 
of a notice published in the Federal 
Register. 

(4) All comments shall be submitted in 
qulntuplicate to the Hearing Clerk, ex¬ 
cept that individuals may submit single 
copies of comments. Comments will be 
stamped with the date of receipt and will 
be numbered chronologically. 

(5) Persons submitting comments crit¬ 
ical of a proposed regulation arc en¬ 
couraged to include alternative wording 
that they believe would be preferable. 

(c) After the time for comment on a 
proposed regulations has expired, the 
Commissioner shall review the entire ad¬ 
ministrative record on the matter, in¬ 
cluding all comments, and shall termi¬ 
nate the proceeding, issue a new proposal. 
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or promulgate a final regulation, by no¬ 
tice published in the Federal Register. 

(1) The quality and persuasiveness of 
the comments shall determine the Com¬ 
missioner's decision with respect to such 
comments. The number or length of com¬ 
ments shall not be a significant factor in 
such decision. 

(2) The deebiion of the Commissioner 
with respect to the matter shall be based 
solely upon the administrative record. 

< 3 > The preamble to a final regulation 
published in the Federal Register shall 
contain in the first and second para¬ 
graphs reference to prior notice* relating 
to the same matter and a general state¬ 
ment describing the substance of the doc¬ 
ument in easily understandable terms, 
and shall summarize each type of com¬ 
ment submitted on the proposal and the 
Commissioner'* conclusions with respect 
to each such type of comment. The pre¬ 
amble shall contain a thorough and com¬ 
prehensive articulation of the reasons 
for the Commissioner's decision on each 
issue. 

(4) The notice promulgating a final 
regulation published in the Federal Reg¬ 
ister shall specify the effective date. Such 
effective date shall be not less than 30 
days after the date of publication In the 
Federal Register, except for: 

(i» A regulation which grants an ex¬ 
emption or relieves a restriction. 

<li> Any other regulation where the 
Commissioner finds, and states In the no¬ 
tice. good cause for an earlier effective 
date. 

<d> The provisions for notice and com¬ 
ment in paragraphs <b> and (c) of this 
section shall apply to interpretive rules 
and *to rules of agency practice and pro¬ 
cedure except as provided in paragraph 
<e> of this section. The provisions of 
paragraphs <b> and (c) of this section 
shall not apply to general statements of 
policy in the form of Informational no¬ 
tices published in the Federal Register 
or to matters involving agency organiza¬ 
tion. 

«e> Tile requirements of notice and 
public procedure in paragraph <b> of this 
section shall not apply in any of the fol¬ 
lowing situations: 

(1> When the Commissioner deter¬ 
mines for good cause that they are im¬ 
practicable. unnecessary, or contrary to 
the public interest. In such cases, the no¬ 
tice promulgating the regulation shall 
state the reasons for such determination, 
and shall provide an opportunity for the 
submission of comments to determine 
whether the regulation should sub¬ 
sequently be modified or revoked. 

(2) To food additive and color addi¬ 
tive petitions, which are subject to the 
provisions of 9 2.110(b)(2). 

(3) To new animal drug regulations, 
which shall be promulgated by notice 
pursuant to section 512(0 of the act. 

<f) In addition to the notice and pub¬ 
lic procedure required pursuant to para¬ 
graph (b) of this section, the Commis¬ 
sioner may. in his discretion, also subject 
any proposed or final regulation, before 
or after publication in the Federal Reg¬ 
ister, to any of the following additional 
procedure*, where they are reasonably 
applicable to the matter Involved: 
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(1) Conferences, meetings, discus¬ 
sions. and correspondence pursuant to 
*2.15. 

<2) A formal evidentiary public hear¬ 
ing pursuant to Subpart B of this Part. 

(3) A public hearing before a Public 
Board of Inquiry pursuioit to Subpart C 
of this Part. 

<4> A public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part. 

(5) A public hearing before the Com¬ 
missioner pursuant to Subpart E of this 
Part. 

(6) A notice published in the Federal 
Register requesting data, information, 
and views before the Commissioner 
determines whether to propose a 
regulation. 

(7) A draft of a proposed regulation 
placed on public display in the office of 
the Hearing Clerk. If this procedure is 
used, the Commissioner shall publish an 
appropriate notice in the Federal Regxs- 
ister stating that the document is avail¬ 
able and specifying the time within 
which comments may be submitted 
orally or in writing on the draft of the 
proposed regulation. 

(8) A revised proposal published in 
the Pederal Register, which shall be 
subject to all the provisions in this sec¬ 
tion relating to proposed regulations. 

<9) A tentative final regulation or 
tentative revised final regulation placed 
on public display at the office of the 
Hearing Clerk. If this procedure is used, 
the Commissioner shall publish an ap¬ 
propriate notice in the Federal Register 
stating that the document is available 
and specifying the time within which 
comments mny be submitted orally or In 
writing on the tentative final regula¬ 
tion and shall mail a copy of the tenta¬ 
tive final regulation and the Federal 
Rboister notice to each person who sub¬ 
mitted comments on the proposed 
regulation. 

(10) A final regulation published in 
the Federal Register which provides an 
opportunity for the submission of fur¬ 
ther comments to determine whether the 
regulation should subsequently be modi¬ 
fied or revoked. 

(11) Any other specific public proce¬ 
dure established by the provisions in 
other sections of this chapter and ex¬ 
plicitly made applicable to the matter 
by the terms of those provisions. 

(g) The record of the administrative 
proceeding shall consist of all of the fol¬ 
lowing: 

ID If the regulation was initiated by 
a petition, the administrative record 
specified in 12.7(1). 

(2) If any petition for reconsidera¬ 
tion or for a stay of action Is filed, the 
administrative record specified in * 2.8 
(k) and * 2.9(h) respectively. 

<3) The notice of proposed rule mak¬ 
ing published In the Federal Register. 
Including all data and information iden¬ 
tified or filed by the Commissioner with 
the Hearing Clerk as part of the admin¬ 
istrative record supporting the proposal. 

(4) All comments received on the pro¬ 
posal, Including all data or Information 
submitted as a part of such comments. 
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(5) The notice promulgating the final 
regulation, including all data and infor¬ 
mation identified or filed by the Com¬ 
missioner with the Hearing Clerk as part 
of the administrative record supporting 
the final regulation. 

(6) The transcripts, minutes of meet¬ 
ings. reports. Federal Register notices, 
and other documents resulting from any 
of the optional procedures specified in 
paragraph (f) of this section, except 
that it shall not include any transcript of 
any closed portion of any public advisory 
committee meeting. 

(7) All documents submitted to the 
Hearing Clerk pursuant to * 2.15(f). 

<h> The record of the administrative 
proceeding shall be closed os of the date 
the Commissioner s decision is published 
in the Federal Register or otherwise 
made available for public disclosure un¬ 
less some other date for the closing of 
the record is specified by the Commis¬ 
sioner. Thereafter any interested person 
may submit a petition for reconsidera¬ 
tion pursuant to I 2.8 and a petition for 
stay of action pursuant to * 2.9. Any per¬ 
son who wishes to rely upon data, in¬ 
formation. or views not included in the 
administrative record shall submit it to 
the Commissioner with a new petition to 
modify the final regulation. 

<i> The Hearing Clerk shall main¬ 
tain a chronological list of all regulations 
proposed and promulgated pursuant to 
this section and 5 2 12. but excluding 
regulations resulting from petitions filed 
and assigned a docket number pursuant 
to * 2.7. showing: 

(1) The docket number, which in the 
case of a petition submitted directly to a 
bureau shall be the number or other 
designation assigned by the bureau, eg., 
the number assigned to a food additive 
petition. 

(2> The name of the petitioner, if any. 

(3) The subject matter involved. 

§2.11 Court roirvr of final ndminintra* 
live action; **xhau«tion of admini*- 
Irativc remedies 

<a> The provisions of tills section 
shall apply* to court review of any final 
administrative action taken by the Com¬ 
missioner, including action taken pur¬ 
suant to *12.6 through 2.10 and 

* 2.500(b), except action subject to the 
provisions of * 2.12 and Subpart B of this 
Part. 

<b) Any request that the Commis¬ 
sioner take or refrain from taking any 
form of administrative action shall first 
be the subject of a final administrative 
decision based upon a petition submitted 
to the Commissioner pursuant to 

* 2.6(a) or, where applicable, a hearing 
pursuant to * 2.500(b) of this Part before 
any legal action filed In a court com¬ 
plaining of the Commissioners action 
or failure to act. If any court action Ls 
filed complaining of the Commissioner's 
action or failure to act prior to the sub¬ 
mission of and decision on a petition 
pursuant to * 2.6(a) or, where applicable, 
a hearing pursuant to * 2.500(b) of 
this Part, the Commissioner will request 
dismissal of such court action or referral 
to the agency for an initial administra¬ 
tive determination on the grounds 


of a failure to exhaust the administra¬ 
tive remedies provided in this Part, the 
lack of final agency action as required by 
5 U.S.C. 701 et seq., and the lack of an 
actual controversy as required by 28 
U.8.C. 2201. 

(c) Any request that any form of ad¬ 
ministrative action be stayed shall first 
be the subject of an administrative deci¬ 
sion based upon a petition for stay of 
action submitted to the Commissioner 
pursuant to $ 2.9 before any request is 
made that a court stay such action. If 
any court action is filed requesting a stay 
of any administrative action taken 
by the Commissioner prior to the Com¬ 
missioner’s decision on a petition sub¬ 
mitted in a timely manner pursuant to 
* 2.9, the Commissioner will request dis¬ 
missal of such court action or referral 
to the agency for an initial administra¬ 
tive determination on the grounds of 
a failure to exhaust the administrative 
remedies provided in this subpart, the 
lack of final agency action as required by 
5 UJS.C. 701 et seq., and the lack of an 
actual controversy as required by 28 
U.S.C. 22011 If any court action is filed 
requesting a stay of any administrative 
action taken by the Commissioner after 
a petition for a stay of action U denied 
because it was submitted after expira¬ 
tion of the 30-day time period specified 
in * 2.9, or after the time for submitting 
such a petition has expired, the Commis¬ 
sioner will request dismissal of such 
court action on the ground of a failure 
to exhaust the administrative remedies 
set out in this subpart. 

(d) The Commissioner's-Anal decision 
on a petition submitted pursuant to 
5 2.6(a). on a petition for reconsidera¬ 
tion submitted pursuant to S 2.8. on a 
petition for stay of action submitted 
pursuant to * 2.9. or on any matter in¬ 
volving administrative action which is 
the subject of an opportunity for a hear¬ 
ing pursuant to * 2.500(b), each consti¬ 
tutes final agency action reviewable In 
the courts pursuant to 5 UJS.C. 701 et 
seq. and. where appropriate. 28 UB.C, 
2201. 

(I) It is the position of the Food and 
Drug Administration except as otherwise 
provided in subparagraph (2) of this 
paragraph, that: 

(1) Any such final agency action ex¬ 
hausts all administrative remedies and 
is ripe for preenforcement Judicial re¬ 
view as of the date of such final decision, 
unless applicable law explicitly requires 
that the petitioner take further action 
before judicial review is available 

(ill Any interested person is affected 
by, and thus has standing to obtain Judi¬ 
cial review of. such final agenoy action. 

(ill) It is not appropriate to move to 
dismiss a suit for preenforcement Judi¬ 
cial review of such final agency action 
on the ground that indispensable parties 
are not joined or that it is an uncon¬ 
sented suit against the United 8tates if 
such defect could be cured by amending 
the complaint 

(2) The Commissioner will object to 
judicial review of any matter if: 

(1) The matter is committed by law to 
the discretion of the Commissioner, e.g«* 
a decision to recommend or not to rec- 
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ommend clv\l or criminal enforcement 
action under sections 302, 303. and 304 of 
the act. 

till Review is not sought in a proper 

court 

(e> Any interested person may request 
judicial review of any Anal decision of 
the Commissioner in the courts without 
first petitioning the Commissioner for re¬ 
consideration or for a stay of action, 
except that in accordance with para¬ 
graph (c> of this section such person 
shall request a stay by the Commissioner 
pursuant to 4 2.9 before he may request 
a stay by the court. 

<f> The Commissioner will take the 
position in any action for judicial review 
under 5 U.S.C. 701 et seq.. whether or not 
it includes a request for a declaratory 
Judgment under 28 U.S.C. 2201, or in any 
other case in which the validity of ad¬ 
ministrative action is properly chal¬ 
lenged. that the validity of the action 
shAll be determined solely on the basis of 
the administrative record specified in 
1$ 2.7(1), 2.8<k). 2.9(h). 2.10(g). and 
2.513(a). or the administrative record 
applicable with respect to any decision 
or action under the regulations refer¬ 
enced in 4 2.500(b). and that additional 
data, information, or views may not be 
considered. Any interested person who 
wishes to rely upon data, information, 
or views not included in the administra¬ 
tive record shall submit it to the Com¬ 
missioner with a new petition to modify 
the action pursuant to 4 2.6(a). 

ig) The Commissioner requests that 
all petitions for Judicial review of a par¬ 
ticular matter be filed in a single United 
States district court. If such petitions are 
filed in more than one jurisdiction, the 
Commissioner shall take appropriate ac¬ 
tion to prevent a multiplicity of suits in 
various jurisdictions, such as: 

U> A request for transfer of one or 
more suits to consolidate separate ac¬ 
tions, pursuant to 28 U.S.C. 1404<a) or 
28 USC. 2112(a). 

<2> A request that actions in ail but 
one Jurisdiction be stayed pending the 
conclusion of one proceeding. 

<3> A request that all but one action 
be dismissed pending the conclusion of 
one proceeding, with the suggestion that 
the other plaintiffs intervene in that one 
suit. 

( 4‘ A request that one of the suits be 
maintained as a class action in behalf 
of all h fleeted persons. 

<h> Upon judicial review of adminis¬ 
trative action pursuant to this section: 

< 1* IU court determines that the ad¬ 
ministrative record is inadequate U) sup¬ 
port tlie action, the Commissioner shall 
determine whether he wishes to pro¬ 
ceed with such action. 

<i> If the Commissioner concludes* 
that such action should be pursued, he 
shall either request that the court re¬ 
mand the matter to the agency to reopen 
the administrative proceeding and rec¬ 
ord. or on his own initiative reopen the 
administrative proceeding and record 
upon receipt of the court determination. 
Any such reopened administrative pro¬ 
ceeding shall be conducted pursuant to 


the provisions of this part and in accord¬ 
ance with any directions of the court. 

<il) If the Commissioner concludes 
that the public interest requires that the 
action remain in effect pending further 
administrative proceedings, he shall re¬ 
quest that the court not stay the matter 
in the interim and shall expedite the 
further administrative proceedings. 

(2) If a court determines that the ad¬ 
ministrative record is adequate, but the 
rationale for the action requires further 
elucidation: 

(i) The Commissioner shall request 
either that such further explanation be 
provided in writing directly to the court 
without further administrative proceed¬ 
ings. or that the administrative proceed¬ 
ing be reopened pursuant to paragraph 
(h) (1) (i) of this section. 

<li> If he concludes tlmt the public In¬ 
terest requires that the action remain in 
effect pending further court or adminis¬ 
trative proceedings, he shall request that 
the court not stay the matter in the in¬ 
terim and shall expedite such further 
proceedings. 

§2.12 Promulgation of rrgtilntion* nml 
order* after an opportunity for a 
formal evidentiary public hearing. 

(a) , The Commissioner shall promul¬ 
gate regulations and orders after an op¬ 
portunity for a formal evidentiary public 
hearing, in accordance with the proce¬ 
dures established in Subpart B of this 
Part, whenever all of the following apply: 

(1) The subject matter of the regula¬ 
tion or order Involved is subject by stat¬ 
ute to an opportunity for a formal evi¬ 
dentiary public hearing. 

(2) The person requesting such a 
hearing has a right to an opportunity for 
a hearing and submits adequate Justifi¬ 
cation for such a hearing as required by 
44 2.110 through 2.115 and other appli¬ 
cable provisions in this chapter. e.g.. 
14 314.200. 43(U0'bJ. 514.200, and 601.7 
(a). 

(b* The Commissioner may order o 
formal evidentiary public hearing on any 
matter whenever he determines, in his 
discretion, that it would be in the pub¬ 
lic interest to do so. 

(c) The statutory provisions which 
permit a person who would be adversely 
affected by administrative action an op¬ 
portunity for a formal evidentiary public 
hearing are as follows: 

(|) Section 401 of the act relating to 
definitions and standards for food. 

(2) Section 403<J> of the act relating 
to regulations for labeling of foods for 
special dietary uses. 

(3) Section 404(a) of the act relating 
to regulations providing for emergency 
permit control. 

(4» Section 406 of the act relating to 
tolerances for poisonous substances in 
food. 

(5) Section 409 <o), <d>, and (h) of the 
act relating to food additive regulations. 

(0) Section 501(b) of the act relating 
to tests or methods of assay for drugs 
described in official compendia. 

(7) Section 502(d) of the act relating 
to regulations designating habit-forming 
drugs. 


(8) Section 502(h) of the act relating 
to regulations designating requirements 
for drug liable to deterioration. 

(9) Section 502(n> of the act relating 
to prescription drug advertising regula¬ 
tions. 

(10) Section 506(c) of the act relating 
to insulin regulations. 

(11) Section 507(f) of the act relating 
to regulations for antibiotic drug certi¬ 
fication. 

(12) Section 512(n>(5) of the act re¬ 
lating to regulations for animal antibiot¬ 
ic drugs and certification requirements. 

(13» Section 706 (b) and (c) of the act 
relating to regulations for color additives 
listing and certification. 

(14) Section 4(a) of the Pair Packag¬ 
ing and Labeling Act relating to food, 
drug, device, and cosmetic labeling. 

(15) Section 5(c) of the Pair Packag¬ 
ing and Labeling Act relating to addi¬ 
tional economic regulations for food, 
drugs, devices, and cosmetics. 

(16) Section 505 <d) and (e) of the 
act relating to new drug applications. 

(17) Section 512 <d>, (e). <m>(3). and 
<m)(4) of the act relating to new ani¬ 
mal drug applications. 

(18> Section 351(a) of the Public 
Health Service Act relating to plant and 
product licenses for a biologic. 

§ 2.13 Separation of function*; et parte 
eoniniunit'Jttion*. 

<a> The provisions of tills section shall 
apply with respect to any matter which 
is subject by statute to an opportunity 
for a formal evidentiary public hearing, 
as listed in 4 2.12(c), and any matter sub¬ 
ject to a public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part. 

<b> In the case of any matter listed in 
5 2.12(c) (1) ill rough (10) and (12) 
through il5>: 

(1) Any interested person may meet 
or correspond with any representative of 
the Food and Drug Administration with 
respect to any such matter prior to pub¬ 
lication In the Federal Register of a 
notice announcing a formal evidentiary 
public hearing or a public hearing before 
a Public Board of Inquiry on the matter. 
The provisions of 4 2.15 shall apply to 
such meetings and correspondence. 

(2) Upon publication In the FrDrRAL 
Register of a notice announcing a for¬ 
mal evidentiary public hearing or a pub¬ 
lic hearing before a Public Board of In¬ 
quiry, the following separation of func¬ 
tions shall apply: 

(i> The bureau responsible for the 
matter involved in the hearing shall, as a 
party to the hearing, be responsible for 
all investigative functions and for pres¬ 
entation of the position of the bureau 
at the hearing and in any pleading or 
oral argument before the Commissioner. 
Representatives of the bureau shall not 
participate or advise in any decision ex¬ 
cept as witness or counsel in public pro¬ 
ceedings. There shall be no other com¬ 
munication between representatives of 
the bureau and representatives of the 
office of the Commissioner with respect 
to the matter involved in the hearing 
prior to the decision of the Commis- 


FEDERAl REGISTER, VOL. 40, NO. 102—TUESDAY, MAY 27, 1975 






22991 

sioncr. All members of the Food and 
Drug Administration oilier than repre¬ 
sentatives of the involved bureau shall 
be available to advise and participate 
with the office of the Commissioner In 
Us functions relating to the hearing and 
the final decision. 

(II) The Chief Counsel for the Food 
and Drug Administration shall designate 
those members of his office who shall 
advise and participate with the bureau 
in its functions in the hearing. The mem¬ 
bers of the office of General Counsel so 
designated shall not participate or advise 
in any decision except as counsel In pub¬ 
lic procedings. Such designation shall be 
In the form of a memorandum filed with 
the Hearing Clerk and made a part of the 
administrative record in the proceeding. 
There shall be no other communication 
between those members of the office of 
General Counsel so designated and any 
other persons in the office of General 
Counsel or In the Food and Drag Admin¬ 
istration except the members of the in¬ 
volved bureau with respect to the matter 
involved in the hearing, prior to the de¬ 
cision of the Commissioner. All members 
of the office of General Counsel other 
than those so designated shall be avail¬ 
able to advise and participate with the 
office of the Commissioner in its func¬ 
tions relating to the hearing and the 
final decision. The Chief Counsel shall 
always advise and participate with the 
office of the Commissioner In its func¬ 
tions relating to the hearing and the 
final decision. 

(III) The office of the Commissioner 
shall be responsible for the agency re¬ 
view of and final decision on the matter, 
with the advice and participation of any¬ 
one in the Food and Drug Administration 
other than representatives of the in¬ 
volved bureau and those members of the 
office of General Counsel who have been 
designated to assist in the bureau’s func¬ 
tions relating to the hearing. 

(c) In the case of any matter listed 
in 12.12(0 (11) and <1G> through (IB), 
the specific provisions relating to separa¬ 
tion of functions set forth in ftft 314.200 
(f), 430.20(b) (9), 514.200, and 601.7(a) 
of this chapter shall be applicable prior 
to publication in the Federal Register 
of a notice announcing a formal eviden¬ 
tiary public hearing or a public hearing 
before a Public Board of Inquiry. Upon 
publication of any such notice the rules 
in paragraph <b) (2) of this section shall 
apply. 

(d) Between the date that separation 
of functions applies pursuant to para¬ 
graph (b) or (c) of this section and the 
date of the Commtsioner's decision on the 
matter, communication with respect to 
the matter involved in the hearing shall 
be restricted as follows: 

*1) No person shall have any ex parte 
communication, orally or in writing, with 
the presiding officer or any person repre¬ 
senting the office of the Commissioner 
with respect to the matter involved in the 
hearing. All such communications shall 
be public communications, as witness or 
counsel, in accordance with the appli¬ 
cable provisions of this Part. 


RULES AND REGULATIONS 


(2) Any participant in the hearing may 
submit a written communication to the 
office of the Commissioner with respect 
to a proposal for settlement. Such writ¬ 
ten communications shall be in the form 
of pleadings and shall be served on all 
other participants and filed with the 
Hearing Clerk in the same manner as 
any other pleading. 

(3) Any written communication con¬ 
trary to this section shall immediately 
be filed with the Hearing Clerk, and any 
oral communication contrary to this sec¬ 
tion shall immediately be recorded in a 
written memorandum and filed with the 
Hearing Clerk, as a part of the admin¬ 
istrative record of the proceeding. Any 
person. Including any representative of 
any participant in the hearing, who is 
iuvolved in any such oral communica¬ 
tion shall be made available for cross- 
examination during the hearing with re¬ 
spect to the substance of that conversa¬ 
tion . Rebuttal testimony pertinent to any 
such written or oral communication shall 
be permitted. Any cross-examination 
and rebuttal testimony shall be tran¬ 
scribed and filed in the administrative 
record of the proceeding. 

§ 2.1*4 Ilcfrrra! by court. 

Cal The provisions of this section shall 
apply whenever any Federal. State, or 
local court holds in abeyance, or refers 
to the Commissioner, any matter for an 
initial administrative determination pur¬ 
suant to S 2.6(c) or 2 2.11(b). 

(b) The Commissioner shall promptly 
agree or decline to accept such referral. 
Whenever feasible in light of agency 
priorities and resources, the Commis¬ 
sioner shall egree to accept any such 
referral and shall institute a proceeding 
to determine the matter so referred. 

(c) In reviewing such a matter, the 
Commissioner may. in his discretion, 
utilize any of the following procedures: 
and correspondence pursuant to 5 2.15. 

(1) Conferences, meetings, discus¬ 
sions, and correspondence pursuant to 
f 2.15. 

(2) A formal evidentiary public hear¬ 
ing pursuant to Subpart B of this Part. 

(3 > A hearing before a Public Board of 
Inquiry pursuant to Subpart C of this 
Part. 

(4) A public hearing before a public 
advisory committee pursuant to Sub¬ 
part D of this Part. 

(5) A public hearing before the Com¬ 
missioner pursuant to Subpart E of this 
Part. 

(6) A regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpart F of this Part. 

(7) A notice published in the Federal 
Register requesting data, information, 
and views before the Commissioner 
makes his decision on it. 

<8) Any other specific public proce¬ 
dure established by the provisions In 
other sections of this chapter and explic¬ 
itly made applicable to the matter by 
those provisions. 

<d) If the Commissioner’s review of 
the matter results in the proposal of a 
regulation, the provisions of I 2.10 or 
f 2.12 shall also apply. 


§ 2.15 MutUap and currr»puntlrm*r. 

(a) In addition to the public hearing? 
and proceedings established by the pro¬ 
visions of this Part and in other section* 
of this chapter, meetings may be held 
and correspondence may be exchanged 
between representatives of the Food and 
Drug Administration and any interested 
person outside the Food and Drug Ad¬ 
ministration with respect to any matter 
within the Jurisdiction of the laws ad¬ 
ministered by the Commissioner. Action 
with respect to such meetings and cor¬ 
respondence does not constitute final ad¬ 
ministrative action which is subject to 
Judicial review pursuant to 4 2.11. 

<b> The Commissioner may conclude 
in his discretion, that it would be In the 
public interest to hold an open publlr 
meeting to discuss a matter (or class of 
matters) pending before the Food and 
Drug Administration, at which any in¬ 
terested person may participate. 

(1) The Commissioner shall give pub¬ 
lic notice through the public calendar 
described in ft 2.21(b) of the time and 
place of the meeting and of the matter., 
to be discussed, and may also publish 
such notice in the Federal Register. 

12) The meeting shall be conducted in¬ 
formally, Le., any interested person may 
attend and participate fully in the dis¬ 
cussion without giving prior notice to the 
agency or requesting time to make a pre¬ 
sentation. 

<3) No transcript or recording of any 
such meeting shall be required. A writ¬ 
ten memorandum summarizing the sub¬ 
stance of the meeting shall be prepared 
by a representative of the Food and Drug 
Administration. 

<CJ Any meeting with any person out¬ 
side the Department, including any per¬ 
son In the Executive or Legislate e 
Branch of the Federal Government, re¬ 
lating to a pending court case, adminis¬ 
trative hearing, or other regulatory ac¬ 
tion or decision, which involves more 
than a brief description of the matter 
shall be summarized in a written memo¬ 
randum which shall be filed in the ad¬ 
ministrative file on the matter. 

(d) Every person outside the Fedenu 
Government has a right to request and 
obtain a private meeting with a repre¬ 
sentative of the Food and Drug Adminis¬ 
tration in agency offices to discuss am* 
matter in which he is interested. 

(1) The person requesting such a meet¬ 
ing may be accompanied by a reasonable 
number of employees, consultants, or 
other persons with whom he has a com¬ 
mercial arrangement within the mean¬ 
ing of ft 4.81(a) of this chapter. Neither 
the Food and Drug Administration nor 
any other person may require the at¬ 
tendance of any person w’ho is not on 
employee of the Executive Brandi of th« 
Federal Government without the agree¬ 
ment of the person requesting the meet¬ 
ing. Any person may attend by mutual 
consent of the person requesting the 
meeting and the Food and Drug Admin¬ 
istration. 

(2) The Food and Drug Administra¬ 
tion shall determine which representa¬ 
tives of the Food and Drug Administra¬ 
tion shall attend the meeting. The person 
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requesting the meeting may request but 
not require or preclude the attendance 
of any specific Pood and Drug Adminis¬ 
tration employee. 

<3> Whenever appropriate (e.g., the 
meeting involved a matter covered by 
paragraph (c) of this section or any 
other important matter, a decision on an 
Issue, or statements or advice or conclu¬ 
sions to which future reference may be 
required as part of an administrative 
record), a written memorandum sum¬ 
marizing the substance of the meeting 
shall be prepared by a representative of 
the Food and Drug Administration. 

(4> Any person who wishes to attend 
a specific private meeting, but who is not 
permitted to attend because the person 
requesting the meeting or the Food and 
Drug Administration does not grant per¬ 
mission for such attendance, or because 
it is conducted by telephone, may request 
and obtain a separate meeting with the 
Food and Drug Administration to discuss 
the same matter or any additional 
matter. 

(e) Pood and Drug Administration 
employees have a responsibility to meet 
with all segments of the public in order 
to promote the objectives of the act and 
the agency. In pursuing this responsibil¬ 
ity the following general policy shall 
apply where agency employees are in¬ 
vited by persons outside the Federal Gov¬ 
ernment to attend or participate In 
meetings outside agency offices as repre¬ 
sentatives of the agency. 

(1) A person outside the Executive 
Branch of the Federal Government may 
invite an agency representative to attend 
or participate in a meeting outside 
agency offices. The agency representa¬ 
tive is not obligated to attend or par¬ 
ticipate in any such meeting, but may do 
so where he concludes that it is in the 
public interest and will promote the ob¬ 
jectives of the act and the agency. 

(2) An agency representative may re¬ 
quest that any such meeting be an open 
meeting when he concludes that this 
would be in the public interest. The 
agency representative may agree to de¬ 
cline to participate in any such meeting 
which Is held as a private meeting, de¬ 
pending upon which action he concludes 
Will best serve the public Interest. 

( 3> An agency representative shall not 
knowingly participate in any meeting 
which is closed on the basis of sex. race, 
or religion. 

‘ 4» Any such meeting, whether open or 
closed, shall be subject to the require¬ 
ments of paragraph <d><3> of this sec¬ 
tion with respect to memoranda sum¬ 
marizing the substance of the meeting. 

<f) Representative* of the Food and 
Drug Administration may initiate a 
meeting or correspondence with any per¬ 
son outside the Federal Government with 
respect to any matter relating to the 
laws administered by the Commissioner. 

< l > Any meeting initiated by the Food 
and Drug Administration which Involves 
a small number of interested persons, 
f a meeting with a petitioner or with 
*wo manufacturers of a particular prod- 
fict which requires additional testing or 
with a trade association employee to dis¬ 
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cuss an industry labeling problem, may 
be a private meeting. Any meeting Ini¬ 
tiated by the Food and Drug Adminis¬ 
tration which involves a large number of 
interested persons, e g.. 10 manufacturers 
of an ingredient to discuss appropriate 
testing or labeling, shall be held as an 
open conference or meeting pursuant to 
paragraph <b> of this section. 

(2) Whenever appropriate <e.g. f the 
meeting involved a matter covered by 
paragraph <c> of this section or any 
other important matter, a decision on an 
issue, or statements or advice or conclu¬ 
sions to which future reference may be 
required as part of the administrative 
record), a written memorandum sum¬ 
marizing the substance of any meeting 
shall be prepared by a representative of 
the Food and Drug Administration. 

tg> Any person who participates in 
any meeting described in paragraphs (b> 
through (f) of this section may prepare 
and submit to the Food and Drug Ad¬ 
ministration for Inclusion in the admin¬ 
istrative file a written memorandum 
summarizing the substance of the 
meeting. 

<h> All memoranda of such meetings 
prepared by a representative of the Food 
and Drug Administration or by any other 
person and all correspondence which re¬ 
late to any matter pending before the 
agency shall promptly be filed in the rele¬ 
vant administrative file and made a part 
of the administrative record of the 
proceeding. 

<0 Any meeting with a representative 
of Congress relating to a pending or po¬ 
tential investigation, inquiry, or hearing 
by a congressional committee or a mem¬ 
ber of Congress shall be summarized in 
a written memorandum which shall be 
forwarded to the Food and Drug Admin¬ 
istration, Office of Legislative Services. 
This provision shall not restrict the right 
of any agency employee to participate in 
any such meeting. 

<J> Any meeting of an advisory com¬ 
mittee shall be subject to the require¬ 
ments of Subpart D of this Part. 

<k> Pursuant to 42 U.S.C. 2631(a)(8), 
a log or summary shall be made of all 
meetings held between representatives of 
the Food and Drug Administration and 
representatives of industry and other in¬ 
terested parties with respect to imple¬ 
mentation of the Radiation Control for 
Health and Safety Act of 1968. 

§ 2. I Kmmi mentation of tignifirunt do- 

rUioni in adniinintrativo file. 

(a) The provisions of this section shall 
apply to every significant Food and Drug 
Administration decision on any matter 
under the laws administered by the Com¬ 
missioner. whether it is raised formally, 
e.g.. by a petition, or informally, e.g., 
by correspondence. 

<b> The Food and Drug Administra¬ 
tion employees responsible for liandllng 
any matter shall be responsible for as¬ 
suring the completeness of the admin¬ 
istrative file relating to it. Such file: 

(1) Shall contain appropriate docu¬ 
mentation of the basis for the decision, 
including relevant evaluations, reviews, 
memoranda, letters, opinion of consult¬ 
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ants, minutes of meetings, and all other 
written documents pertinent to the 
matter. 

(2) Shall contain the recommenda¬ 
tions and decisions of individual em¬ 
ployees. including supervisory person¬ 
nel. responsible for handling the matter. 

<i) Such recommendations and deci¬ 
sions shall reveal any significant con¬ 
troversies or differences of opinion and 
their resolution. 

(ID Any agency employee working on 
a matter shall have the opportunity to 
record his views on that matter in a 
written memorandum, which shall be in¬ 
cluded In the file. 

<c> All written documents placed in 
such an administrative file: 

(1) Shall relate to the factual, scien¬ 
tific. legal, or related issues under 
consideration. 

(2) Shall be dated and signed by the 
author. 

(3) Shall be directed to the file, to 
appropriate supervisory personnel, and 
to other appropriate employees, and 
shall show all persons to whom copies 
were sent. 

<4> Shall avoid defamatory language, 
intemperate remarks, undocumented 
charges, or irrelevant matters <e.g„ per¬ 
sonnel complaints). 

(5) Shall. iX it records the views, anal¬ 
yses. recommendations, or decisions of 
any agency employee In addition to the 
author, be given to such other employees. 

(6> Shall, once completed (i.e.. typed 
in final form, dated, and signed), not be 
altered, added to. or removed. Subse¬ 
quent additions to. or revisions of. any 
such document shall be accomplished by 
the preparation of a new document. 

<d> Memoranda or other documents 
prepared by agency employees not con¬ 
tained in the administrative file shall 
have no status or effect. 

(e> All Food and Drug Administra¬ 
tion employees working on a matter shall 
have access to the administrative file 
on that matter, as appropriate for the 
conduct of their work. Reasonable re¬ 
strictions may be placed upon such ac¬ 
cess to assure the proper cataloging and 
storage of documents, the availability 
of the file to others, and the complete¬ 
ness of the file for review. 

§2.1? Internal agency review of deri¬ 
sion*. 

(a) Any decision of a Food and Drug 
Administration employee other than the 
Commissioner on any matter, e.g., an 
informal opinion on the need for further 
animal toxicology tests to support a food 
additive regulation or new drug applica¬ 
tion, Is subject to review by the employ¬ 
ee's supervisor under any of the follow¬ 
ing circumstances: 

(1) At the request of the employee. 

(2 > On the initiative of the supervi sor. 

(3) At the request of any intere*tcd 
person outside the agency. 

(4) As required by duly promulgr ted 
delegations of authority. 

<b> Such review shall be accomplished 
by consultation between the employee 
and the supervisor or by review of the 
administrative file on the matter, or be th. 
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Such review shall ordinarily follow the 
established agency channels of super¬ 
vision or review for that matter. 

tc) Any interested person outside the 
agency may request internal agency re¬ 
view of any such decision through the 
established agency channels of super¬ 
vision or review for that matter. Per¬ 
sonal review of such matters by bureau 
directors or the office of the Commis¬ 
sioner shall take place for any of the 
following purposes: 

<1) To resolve an issue which cannot 
be resolved at lower levels within the 
agency: 

it) Between two parts of a bureau or 
oilier component of the agency, or 

(ID Between two bureaus or other com¬ 
ponents of the agency, or 

<iii> Between the agency and an In¬ 
terested person outside the agency. 

(2) To review policy matters requiring 
the attention of bureau or agency man¬ 
agement. 

(3) In unusual situations requiring an 
immediate review in the public interest. 

(4) As required by duly promulgated 
delegations of authority. 

<d> Internal agency review of any such 
decision shall be based upon the data 
and information available in the admin¬ 
istrative file. In the event that any In¬ 
terested person presents new data or in¬ 
formation not contained In such file, the 
matter shall be retured to the appropri¬ 
ate lower level within the agency for a 
reevaluation based upon such new infor¬ 
mation. 

§2.18 Dhurminalion of draft Federal 
RrgUlrr notice# ami regulation*. 

(a) Any representative of the Pood 
and Drug Administration may discuss 
orally or in writing with any interested 
person ideas and recommendations for 
Federal Register notices or regulations. 
The Pood and Drug Administration wel¬ 
comes assistance in developing Ideas for. 
and in gathering the data and informa¬ 
tion to support, notices and regulations. 

<b> Once it is determined that a pro¬ 
posed notice or regulation will be pre¬ 
pared. the general concepts may be dis¬ 
cussed by a representative of the Pood 
and Drug Administration with any inter¬ 
ested person. Details of a draft of a pro¬ 
posed notice or regulation may be dis¬ 
cussed with any person outside the Exec¬ 
utive Branch of the Federal Government 
only with the specific permission of the 
Commissioner. A draft of a proposed no¬ 
tice or regulation or its preamble, or any 
portion thereof, may be furnished to an 
interested person outside the Executive 
Branch of the Federal Government only 
if it is made available to all interested 
persons by a notice published in the Fed¬ 
eral Register. 

(c> After publication of a proposed 
regulation in the Federal Register, and 
before preparation of a draft of the final 
regulation, a representative of the Food 
and Drug Administration may discuss 
the proposal with any interested person 
to understand and resolve questions 
raised and concerns expressed about the 
proposal. 


RULES AND REGULATIONS 

<d) Details of a draft of a final notice 
or regulation may be discussed with any 
interested person outside the Executive 
Branch of the Federal Government only 
with the specific permission of the Com¬ 
missioner. A draft of a final notice or reg¬ 
ulation or Its preamble, or any portion 
thereof, may be furnished to an interest¬ 
ed person outside the Executive Branch 
of the Federal Government only if it is 
made available to all Interested persons 
by a notice published in the Federal Reg¬ 
ister, except as otherwise provided in 
paragraphs >g) and (j) of this section. 

O) The final notice or regulation and 
its preamble shall be prepared solely on 
the basis of the administrative record. 

(2) If any additional technical infor¬ 
mation from a person outside the Exec¬ 
utive Branch of the Federal government 
is necessary to draft the final notice or 
regulation or its preamble, it shall be re¬ 
quested by the Food and Drug Adminis¬ 
tration in general terms and furnished 
directly to the Hearing Cleric to be in¬ 
cluded as part of the administrative rec¬ 
ord. 

(3) If direct discussion by the Food 
and Drug Administration of a draft of a 
final notice or regulation or its preamble 
is required with a person outside the Ex¬ 
ecutive Branch of the Federal Govern¬ 
ment. appropriate protective procedures 
will be undertaken to make certain that 
a full and impartial administrative rec¬ 
ord Ls established. Such procedures may 
include: 

(i) The scheduling of an open public 
meeting conducted pursuant to f 2.15(b) 
at which any interested person may par¬ 
ticipate in review of and comment on the 
draft document. 

(11) The preparation of a tentative 
final regulation or tentative revised final 
regulation pursuant to 12.10(f)(9). on 
which all interested persons will be given 
an additional period of time for oral and 
wTltten comment. 

<e) After a final regulation Is pub¬ 
lished In the Federal Register, a repre¬ 
sentative of the Food and Drug Admin¬ 
istration may discuss any aspect of it 
with any interested person. 

(f) In addition to the requirements 
of this section, the provisions of f 2.13 
shall apply to the promulgation of any 
regulation subject to the provisions of 
9 2.12 and Subpart B of this Part. 

(g) A draft of a final food additive, 
color additive, or new animal drug regu¬ 
lation or a proposed or final antibiotic 
regulation may be furnished to the peti¬ 
tioner for comment on the technical 
accuracy of such regulation. Every meet¬ 
ing with a petitioner relating to such a 
draft shall be recorded in a written 
memorandum, and all such memoranda 
and correspondence shall be filed with 
the Hearing Clerk as part of the ad¬ 
ministrative record of the regulation, 
pursuant to the provisions of | 2.15. 

(h> Pursuant to 43 UB.C. 263f. the 
Commissioner is required to consult with 
interested persons in the development 
of. and with the Technical Electronic 


Product Radiation Safety Standards 
Committee (TEPRSSC) before prescrib¬ 
ing. any performance standard for an 
electronic product. Accordingly, the 
Commissioner shall publish in the Fed¬ 
eral Register an announcement when a 
proposed or final performance standard, 
including any amendment thereof, is 
being considered for an electronic prod¬ 
uct, and thereafter any draft of any 
such document shall be furnished to any 
Interested person upon request and may 
be discussed in detail with any interested 
person at any time. 

(i) The provisions of 3 2.15 shall apply 
to meetings and correspondence relating 
to draft Federal Register notices and 
regulations. 

(J) The provisions of this section re¬ 
stricting discussion and disclosure of 
draft Federal Register notices and reg¬ 
ulations shall not apply to those situa¬ 
tions covered by IS 4.83 through 4.89 of 
this chapter. 

§ 2.19 Arfvlwiry opinion#. 

(a) Any person may request an ad¬ 
visory opinion from the Commissioner 
with respect to any matter of general 
applicability in which he is interested. 

(1) Such request shall be granted 
whenever feasible. 

(2) Such request may be denied if any 
of the following apply: 

<i) The request contains incomplete 
information on which to base an in¬ 
formed advisory opinion. 

(il) The Commissioner concludes that 
an advisory opinion cannot reasonably 
be given on the matter Involved. 

(iii) The matter is adequately covered 
by a prior advisory opinion or a regu¬ 
lation. 

(iv) The request covers a particular 
product or ingredient or label and does 
not raise a policy Issue of broad appli¬ 
cability. 

(v) The Commissioner otherwise con¬ 
cludes, In his discretion, that an advisory 
opinion would not be in the public 
interest. 

(b) A request for an advisory opinion 
shall be submitted in accordance with 
I 2.5, shall be subject to the provisions 
of 12.7(c) through (1), and shall be in 
the following form: 


(Date) 

Hearing Clerk. Food and Drug Administra¬ 
tion. Department of Health. Education. 

a<ui Welfare. Em. 4-65. 6600 Fisher Lane. 

Rockville. UD 20*63 

Reqcjtkt roa Advisory Otuiion 

The undersigned submits this request for 
an advisory opinion of the Comxnlsr.loncr of 

Food and Drugs with respect to- 

(the general nature of the matter involved). 

A. Issues Invotcai . 

(A courts* statement of the Issues and 
questions on which an opinion Is requested ) 

B. Statement of Facts and Law. 

(A full statement of all facta and legal 
points relevant to the request.) 

The undersigned certifies that, to the best 
of his knowledge and belief, this request in¬ 
cludes an data. Information, and view* rele- 
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vaut to the matter, whether favorable or un¬ 
favorable to the position of the undersigned, 
which U the subject of the request. 

Very truly youra, 


(Signature) 

l Person molting 
request) 

(Mailing address) 


(Telephone number) 


(c) The Cftmnisslaner may. In his dis¬ 
cretion, handle any ora! or written re¬ 
quest to the agency as a request for an 
advisory opinion. In which case the re¬ 
quest shall be filed with the Hearing 
Clerk and shall be subject to the provi¬ 
sions of this section. 

<d> Any statement of policy or inter¬ 
pretation made In any of the following 
documents shall constitute an advisory 
opinion: 

(1 > Any portion of a Federal Register 
notice other than a proposed or final 
regulation, eg., a notice to manufac¬ 
turers or a preamble to a proposed or 
Anal regulation. 

(2> Trade Correspondence <TC) Nos. 
1-431 and 1A-8A Issued by the Pood and 
Drug Administration between 1938 and 

1948, 


<3» Compliance Policy Guides Lvued 
by the Pood and Drug Administration 
beginning In 1968 and codified in the 
Compliance Policy Guides manual. 

(4) Other documents specifically iden¬ 
tified as advisory opinions, e g., advisory 
opinions on the performance standard 
for diagnostic x-ray systems, issued prior 
io July 1, 1975. and filed In a permanent 
public file for such prior advisory opin¬ 
ions maintained In the Public Records 
aud Documents Center. 

(5) Guidelines Issued by the Pood and 
Drug Administration pursuant to i 2.20 
<b>. 


An advisory opinion represents the 
formal position of the Pood and Drug 
Administration on the matter involved, 
and except as provided in paragraph (f) 
of this section obligates the agency to fol¬ 
low it until It Is amended or revoked. The 
Commissioner shall not recommend legal 
acl {p n against any person or product 
with respect to any action taken In con¬ 
formity with an advisory opinion which 
not been amended or revoked, 
if > In unusual situations involving an 
immediate and significant danger to 
health, the Commissioner may take ap¬ 
propriate civil enforcement action con¬ 
trary to an advisory opinion Issued pur¬ 
suant to this section prior to amending 
or twrokingf such advisory opinion as pro- 
JUtat In paragraph <g> of this section. 
Such action shall be taken only with the 
approval of the Commissioner, which 
, n °t be delegated. Appropriate 
amendment or revocation of the advisory 
opinion Involved shall be expedited. 

) , advisory opinion may be 
amended or revoked at any time after it 
w been issued. Notice of such amend- 
or revocation shall be given in the 
e manner in which notice was orig¬ 


inally' given of the advisory opinion or 
in the Federal Register, and in any 
event shall be placed on public display 
as part of the file on the matter in the 
office of the Hearing Clerk. 

<h) Action undertaken or completed 
in conformity with an advisory opin¬ 
ion issued pursuant to this paragraph 
which has subsequently been amended or 
revoked shall remain acceptable to the 
Food and Drug Administration unless the 
Commissioner determines that substan¬ 
tial public interest considerations pre¬ 
clude such continued acceptance. When¬ 
ever possible, an amended or revoked ad¬ 
visory opinion shall state when it has 
been d< c: mined that action previously 
undertaken or completed in conformity 
With a prior advisory opinion does not 
remain acceptable, and any transition 
period that may be applicable. 

(i) Any Interested person may submit 
written comments on an advisory opin¬ 
ion or modified advisory opinion. Three 
copies of any comments shall be sent to 
the Hearing Clerk for inclusion in the 
public file on the advisory opinion. Such 
comments shall be considered in deter¬ 
mining whether further modification of 
an advisory opinion is warranted. 

(J» An advisory opinion may be used in 
administrative or court proceedings to 
illustrate acceptable and unacceptable 
procedures or standards, but not as a 
legal requirement. 

(k> A statement made or advice pro¬ 
vided by an employee of the Food and 
Drug Administration shall constitute an 
advhory opinion only if it is issued in 
writing pursuant to this section. A state¬ 
ment or advice given by a Food and Drug 
Administration employee orally, or given 
in writing but not pursuant to this sec¬ 
tion or i 2.20. is an informal communi¬ 
cation that represents the best informa¬ 
tion and opinion available to that em¬ 
ployee at that time but does not con¬ 
stitute nn advisory opinion, does not 
necessarily represent the formal position 
of the Food and Drug Administration, 
and thus does not bind or otherwise ob¬ 
ligate or commit the agency to the views 
expressed. 

g 2.20 Food and Drug Administration 
regulation*, guidelines, recommenda¬ 
tions, and agreements. 

*a> Regulations. All Food and Drug 
Administration regulations having gen¬ 
eral applicability and legal effect shall 
be promulgated in the Federal Register 
pursuant to 12.10 or * 2.12 and codified 
in the Code of Federal Regulations 
Regulations may contain provisions 
which will be enforced as legal require¬ 
ments. or which arc intended only as 
guidelines and recommendations, or both 
The dissemination of draft notices and 
regulations shall be subject to the pro¬ 
visions of $ 2.17. 

(b> Guidelines. All Food and Drug Ad¬ 
ministration guidelines having general 
applicability shall be included in the 
public file of guidelines established by 
the Hearing Clerk, pursuant to this para¬ 
graph, unless they have been published 
in the Federal Register as regulations 


pursuant to paragraph (a) of this sec¬ 
tion. 

<1» Guidelines establish principles or 
practices of general applicability and do 
not include decisions or advice limited 
to particular situations. Guidelines re¬ 
late to such matters as performance 
characteristics, precllnical and clinical 
test procedures, manufacturing prac¬ 
tices. product standards, scientific pro¬ 
tocols. compliance criteria. Ingredient 
specifications, labeling, or other tech¬ 
nical or policy criteria. Guidelines state 
procedures or standards of general ap¬ 
plicability which are not legal require¬ 
ments but which are acceptable to the 
Food and Drug Administration for a sub¬ 
ject matter which falls within the laws 
administered by the Commissioner, e.g.. 
a protocol for a particular type of animal 
toxicity test or human clinical trial. 

(1> A person may rely upon a guideline 
with assurance that it is acceptable to 
the Food and Drug Administration, or 
may follow different procedures or 
standards. Where a person chooses to 
use different procedures or standards, he 
may, but is in no instance required to, 
discuss the matter In advance with the 
Food and Drug Administration to pre¬ 
vent the expenditure of money and ef¬ 
fort on activity that may later be deter¬ 
mined to be unacceptable. 

<ti) Use of testing guidelines estab¬ 
lished by the Food and Drug Adminis¬ 
tration assures acceptance of a test as 
scientifically valid, if properly con¬ 
ducted. but does not assure approval of 
any ingredient or product so tested. The 
results of any such test or other available 
information may require disapproval or 
that additional testing be undertaken. 

(2) A guideline represents the formal 
position of the Food and Drug Adminis¬ 
tration on the matter involved, and ex¬ 
cept as provided in paragraph (b) <3> of 
this section obligates the agency to fol¬ 
low it until it is amended or revoked. 
The Commissioner shall not recommend 
legal action against any person or prod¬ 
uct with respect to any action taken in 
conformity with a guideline issued pur¬ 
suant to this section that has not been 
amended or revoked. 

(3) In unusual situations involving nn 
immediate and significant danger to 
health, the Commissioner may take ap¬ 
propriate civil enforcement action con¬ 
trary to a guideline issued pursuant to 
paragraph (b) of this section prior to 
amending or revoking such guideline as 
provided in paragraph (bn5) of this 
section. Such action shall be taken only 
with tile approval of the Commissioner, 
which may not be delegated. Appropri¬ 
ate amendment or revocation of the 
guideline involved shall be expedited. 

(4) A guideline shall be included in 
the public file upon approval of the 
guideline by the relevant bureau direc¬ 
tor and publication by the Commissioner 
In the Federal Register of a notice of 
its availability. The notice shall state (1) 
the title of the guideline, <U) the subject 
matter it covers, and (ill) the office or 
individual responsible for maintaining 
the guideline. 
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(5) A guideline may be amended or re¬ 
voked upon approval of the amended 
guideline or revocation of the guideline 
by the relevant bureau director and 
publication by the Commissioner in the 
Federal Register of a notice of such 
amendment or revocation. The notice 
shall state (1) the title of the guideline. 
<ii) the subject matter it covers, and 
dii) the office or individual responsible 
for maintaining the guideline. All origi¬ 
nal guidelines and subsequent amend¬ 
ments shall be retained in the public Hie 
on a permanent basis so that a complete 
record of the development of each guide¬ 
line remains available. 

(6) Action tindertaken or completed 
in conformity with a guideline issued 
pursuant to paragraph (b) of this sec¬ 
tion which has subsequently been 
amended or revoked shall remain ac¬ 
ceptable to the Food and Drug Admin¬ 
istration unless the Commissioner de¬ 
termines that substantial public inter¬ 
est considerations preclude such con¬ 
tinued acceptance. Such determination 
may be made at the time of or subse¬ 
quent to amendment or revocation of the 
guideline. Whenever possible, the notice 
of an amended or revoked guideline pub¬ 
lished pursuant to paragraph (b)(3) of 
this section shall state when it has been 
determined that action previously under¬ 
taken or completed in conformity with a 
prior guideline does not remain accept¬ 
able. and any transition period that may 
be applicable. 

(7) The notice of a guideline or 
amended or revoked guideline published 
pursuant to paragraph (b> (2) or (3) 
of this section shall state that any in¬ 
terested person may submit written com¬ 
ments on the guideline or amended 
guideline. Two copies of any comments 
shall be sent to the Public Records and 
Documents Center for inclusion in the 
public file on the guideline and two cop¬ 
ies shall be sent to the office or individual 
designated In the notice as responsible 
for maintaining the guideline. Such com¬ 
ments shall be considered in determining 
whether further amendments to or re- 
institution of a guideline are warranted. 

(8) A guideline may be used in admin¬ 
istrative or court proceedings to illustrate 
acceptable and unacceptable procedures 
or standards, but not as establishing a 
legal requirement. 

(9) A statement relating to acceptable 
procedures or standards given by a Food 
and Drug Administration employee 
orally, or in writing but not pursuant to 
1 2.19 or this section. Is an informal 
communication that represents the best 
information and opinion available to that 
employee at that time but does not con¬ 
stitute a guideline, does not necessarily 
represent the formal position of the Food 
and Drug Administration, and thus docs 
not bind or otherwise obligate the agency 
to the views expressed. 

(10) Because of the large number of 
analytical methods involved in Food and 
Drug Administration activities, their 
length and complexity, and the volume 
and frequency of amendment, the provi¬ 
sions of this paragraph shall not apply 
to such material except to the extent that 
the Commissioner concludes, in his dis- 
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crction. that particular analytical meth¬ 
ods should be included in the public file 
for a particular purpose. Food and Drug 
Administration analytical methods are 
available for public disclosure pursuant 
to the provisions of Part 4 of this chapter. 

(11) The dissemination of draft guide¬ 
lines shall be subject to the same provi¬ 
sions as the dissemination of draft no¬ 
tices and regulations pursuant to 3 2.18. 

(c) Recommendations . In addition to 
the guidelines subject to paragraph <b> 
of this section, the Food and Drug Ad¬ 
ministration often formulates and dis¬ 
seminates recommendations about mat¬ 
ters which are authorized by, but do not 
involve direct regulatory action under, 
the laws administered by the Commis¬ 
sioner. e g., model state and local ordi¬ 
nances. or personnel practices for reduc¬ 
ing radiation exposure, issued pursuant 
to 42 U.8.C. 243 and 263d(b>. Such rec¬ 
ommendations may, in the discretion of 
the Commissioner, be handled pursuant 
to the procedures established in para¬ 
graph <b) of this section, except that 
such recommendations shall be included 
in a separate public flic of recommenda¬ 
tions established by the Public Records 
and Documents Center and shall be sep¬ 
arated from the guidelines in the notice 
of availability published in the Federal 
Register, or be published in the Federal 
Register as regulations pursuant to 
paragraph (a) of this section. 

(d) Agreements. All formal agree¬ 
ments. memoranda of understanding, or 
other similar written documents exe¬ 
cuted by the Food and Drug Administra¬ 
tion and another person shall be included 
in the public file on agreements estab¬ 
lished by the Public Records and Docu¬ 
ments Center pursuant to 5 4.108 of this 
chapter. Any such document not Included 
in the public file shall be deemed to be 
rescinded and shall have no force or 
effect whatever. 

8 2.21 Paiiirf|Nition in oul»idr Mandard- 
setting activities 

(a) General This section applies to 
participation by Food and Drug Admin¬ 
istration employees in any standard¬ 
setting activities outside the Food and 
Drug Administration, Standard-setting 
activities Include such matters as the 
development of performance character¬ 
istics, testing methodology, manufactur¬ 
ing practices, product standards, scien¬ 
tific protocols, compliance criteria. In¬ 
gredient specifications, labeling, or other 
technical or policy criteria. The Food 
and Drug Administration encourages 
employee participation in outside stand¬ 
ard-setting activities that are in the pub¬ 
lic interest. 

<b) Standard-setting activities by 
oOier Federal government agencies. (1) 
Any Food and Drug Administration em¬ 
ployee may participate in such activities 
alter the approval by the appropriate 
bureau director or the Commissioner of 
Form PHS-3763 “Request for approval 
of appointment as liaison representa¬ 
tive." 

(2) The Form PHS-3763 and all per¬ 
tinent background Information describ¬ 
ing such activities shall be included in 
the public file on standard-setting activ¬ 


ities established in the Public Records 
and Documents Center. 

(3) If any members of the public are 
Invited by the Food and Drug Adminis¬ 
tration to present views to. or to accom¬ 
pany. the Food and Drug Administra¬ 
tion employee at any meeting, such invi¬ 
tations shall be extended to a representa¬ 
tive sampling of the public, including 
consumer groups, industry associations, 
professional societies, and academic 
Institutions. 

(4> A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
all requests for information about or par¬ 
ticipation In the activity involved to the 
group or organization responsible for 
such activity. 

(c) Standard-setting activities by 
State a fid local government agencies and 
by United Nations organizations and 
other international organizations and 
foreign governments pursuant to treaty. 

(1) Any Food and Drug Administration 
employee may participate in such activi¬ 
ties after the approval by the appropri¬ 
ate bureau director or the Commissioner 
of Form PHS-3763. 

(2) Tlie Form PHS-3763 and all perti¬ 
nent background information describing 
such activities shall be included in the 
public file on standard-setting activities 
established In the Public Records and 
Documents Center. 

(3) The availability for public disclos¬ 
ure of records relating to such activities 
shall be governed by the regulations in 
Part 4 of this chapter. 

(4) If any members of the public are 
Invited by the Food and Drug Adminis¬ 
tration to present views to, or to accom¬ 
pany. the Food and Drug Administration 
employee at any meeting, such invita¬ 
tions shall be extended to a representa¬ 
tive sampling of the public, Including 
consumer groups. Industry association, 
professional societies, and academic 
institutions. 

(5) A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
all requests for information about or par¬ 
ticipation in the activity involved to the 
group or organization responsible for 
such activity. 

<d> Standard-setting activities bp pri¬ 
vate groups and organizations. (1) Any 
Food and Drug Administration employee 
may engage In such activities after the 
approval by the appropriate bureau di¬ 
rector or the Commissioner of Form 
PHS-3763. A request for such official par¬ 
ticipation shall be made by the group or 
organization in writing, shall describe the 
scope of the activity involved, and shall 
demonstrate that the minimum stand¬ 
ards set out in paragraph <d) (5) of this 
section arc met by the activity involved. 
Except as provided in paragraph <d> (7) 
of this section, any such request that is 
granted shall be the subject of a letter 
from the Commissioner or the bureau 
director to the organization stating: 

(i) Whether participation by the indi¬ 

vidual will be os a voting or nonvoting 
liaison representative. „ 

(ii) That participation by the indi¬ 
vidual shall not conoto Food and Drug 
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Administration agreement with, or en¬ 
dorsement of, any decisions reached. 

<Ui) That participation by the individ¬ 
ual disqualifies him from serving as the 
deciding official on the standard involved 
if it should later come before the Food 
and Drug Administration. The "deciding 
official" is the person who signs a docu¬ 
ment ruling upon such standard. 

<2> The letter requesting official Food 
and Drug Admlnistration participation, 
the Form PH6-3763, and the Commis¬ 
sioner’s or bureau director's letter, to¬ 
gether with all pertinent background in¬ 
formation describing the activities in¬ 
volved. shall be included In the public 
file on standard-setting activities estab¬ 
lished in the Public Records and Docu¬ 
ments Center. 

(3) The availability for public disclos¬ 
ure of records relating to such activities 
shall be governed by the regulations in 
Part 4 of this chapter. 

<4> A Food and Drug Administration 
employee appointed as the liaison repre¬ 
sentative to such an activity shall refer 
all requests for information about or par¬ 
ticipation in the activity # involved to the 
group or organization 'responsible for 
such activity. 

(5> The following minimum standards 
shall apply to all outside private stand¬ 
ard-setting activities in which Food and 
Drug Administration employees partici¬ 
pate. 

(i> The activities shall be based upon 
consideration of sound scientific and 
technological information, shall permit 
revision on the basis of new Information, 
and shall be designed to protect the pub¬ 
lic against unsafe, ineffective, or decep¬ 
tive products or practices. 

till The activities and resulting stand¬ 
ards shall not be designed for the eco¬ 
nomic benefit of any company, group, or 
organization, shall not be used as devices 
for such antitrust violations as fixing 
prices or hindering competition, and 
shall not Involve establishment of cer¬ 
tification or specific approval of Indi¬ 
vidual products or sendees. 

<ifi> The group or organization re¬ 
sponsible for the standard-setting ac¬ 
tivities shall have a procedure through 
which any interested person shall have 
an opportunity to provide information 
and views on the activities and standards 
involved, without the payment of fees, 
and such information and views shall 
be considered. The manner In which tills 
is accomplished, including whether such 
presentation shall be in person or in writ¬ 
ing. shall be decided by the group or 
organization responsible for the activi¬ 
ties. 

Membership of a Food and Drug 
Administration employee In an organiza¬ 
tion that also conducts standard-setting 
activities does not Invoke the provisions 
of tliis paragraph unless the employee 
Participates in such standard-setting ac¬ 
tivities. Participation in any standard- 
siting activity shall be subject to the 
Provisions of this paragraph. 

<7) The Commissioner may determine 
in writing that, because direct involve¬ 
ment by the Pood and Drug Administra¬ 
tion in a particular standard-setting 
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activity Is In the public interest and will 
promote the objectives of the act and 
the agency, such participation shall be 
exempt from the requirements set forth 
in paragraph (d)<l) <U) and/or (ill) of 
this section. Any such determination 
shall be included In the public file on 
standard-setting activities established 
by the Public Records and Documents 
Center and in any relevant administra¬ 
tive file. Such activities may include the 
establishment and validation of analyti¬ 
cal methods for regulatory use, drafting 
uniform laws and regulations, and the 
development of recommendations con¬ 
cerning public health and preventive 
medicine practices by national and In¬ 
ternational organizations. 

(8 > Because of the close dally coopera¬ 
tion between the Food and Drug Admin¬ 
istration and the association of State 
and local government officials listed be¬ 
low. and the large number of agency 
employees who are members of or work 
with these associations, such participa¬ 
tion in the activities of these associa¬ 
tions shall be exempt from the provi¬ 
sions of paragraphs (d)(1) through (d) 
(7) of this section, except that a list of 
all committees and other groups of these 
associations shall be included in the pub¬ 
lic file on standard-setting activities 
established in the Public Records and 
Documents Center: 

(1) Association of Food and Drug 
Officials. 

(ID International Association of Milk. 
Food and Environmental Sanitarians. 
Inc. 

Oil) Conference of Radiation Control 
Program Directors. 

(lv) Association of American Feed 
Control Officials. Inc. 

<v) National Environmental Health 
Association. 

<vi) National Conference on Weights 
and Measures. 

(vli) American Public Health Associ¬ 
ation. 

(viii) Conference of State 8anltary 
Engineers. 

<ix> National Conference on Inter¬ 
state Milk Shipments. 

<x> National Shellfish Sanitation 
Program. 

<xi) Interstate Seafood Seminar. 

(xin Association of Official Analytical 
Chemists. 

§ 2.22 Public calendars. 

<a> Prospective public calendar of 
public proceedings, (1) A public calendar 
shall be prepared and made publicly 
available each week showing, to the ex¬ 
tent feasible, for the following 4 weeks 
ail public meetings, public conferences, 
public hearings, public advisory commit¬ 
tee meetings, public seminars, and other 
public proceedings of the Food and Drug 
Administration, and other significant 
public events Involving the Food and 
Drug Administration, e g., congressional 
hearings and trial or argument of court 
cases. 

(2) A copy of this public calendar 
shall be ploced on public display In the 
following places: 

(i> Office of the Hearing Clerk. 
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(ii) Office of the Assistant Commis¬ 
sioner for Public Affairs. 

(til) A central place in each bureau, 
(lv) A central place in each field office, 
(vi A central place at the National 
Center for Toxicological Research. 

(b> Retrospective public calendar of 
meetings . (1) A public calendar shall be 
prepared and made publicly available 
each w r eek showing for the previous week 
all meetings with persons outside the 
Federal government and other signifi¬ 
cant events involving the representatives 
of the Food and Drug Administration 
designated under paragraph (b) (3) of 
this section, except that telephone con¬ 
versations shall be included on an 
optional basis and meetings with the 
working press and with on-site 
contractors shall not be included. 

(2) Such calendar shall Include all 
meetings, conferences, seminars, social 
events sponsored by the regulated in¬ 
dustry. and speeches. The calendar shall 
specify the date, the person involved, and 
the subject matter involved. Where more 
than one Food and Drug Administration 
representative Is in attendance, only the 
presiding or head representative shall re¬ 
port the meeting on the public calendar. 
If a large number of persons arc in¬ 
volved. the name of each need not be 
specified. Meetings the existence of which 
would prejudice law enforcement activi¬ 
ties <e.g.. a meeting with an informant) 
or Invade privacy (e.g., a meeting with a 
candidate for possible employment in the 
Food and Drug Administration) shall not 
be reported. 

(3> The following Food and Drug Ad¬ 
ministration representatives and their 
deputies shall be subject to the require¬ 
ments of paragraphs (b> (1) and (2) of 
this section: 

(i) Commissioner of Food and Drugs. 

(ii) Deputy Commissioner. 

(iii) Associate Commissioners, 

(iv) Assistant Commissioners. 

(v) Executive Director for Regional 
Operations. 

(vi) Director. Office of Legislative 
Services. 

(vii) Director, National Center for 
Toxicological Research. 

(viii) Bureau Directors. 

Ox) Chief Counsel for the Food and 
Drug Administration. 

(4) A copy of this public calendar shall 
be placed on public display in the fol¬ 
lowing places: 

(i> Office of the Hearing Clerk. 

(11) Office of the Assistant Commis¬ 
sioner for Public Affairs. 

(ill) A central place in each bureau. 

(iv) A central place in each field office. 
(v> A central place at the National 
Center for Toxicological Research. 

§ 2.23 Representniion by an orgam/a* 
lion. 

(a) An organization may represent its 
members by filing petitions, comments, 
and objections, and otherwise participat¬ 
ing in any administrative proceeding 
subject to this Part 

(b) Any such petitions, comments, ob¬ 
jections, or other representation by a 
trade association shall be on behalf of its 
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members and shall constitute a repre¬ 
sentation on behalf of each member of 
the trade association, except those spe¬ 
cifically excluded by name in any such 
submission. 

(1) Every petition, comment, objection, 
or other representation by a trade asso¬ 
ciation in an administrative proceeding 
shall have attached thereto a current list 
of all of the members of such trade asso¬ 
ciation. or shall refer to such a list that 
is placed on permanent file with the 
Hearing Clerk and is kept current by the 
trade association. 

(2) The filing by a trade association 
of an objection or request for hearing 
pursuant to $8 2.110 through 2.112 shall 
not provide to any member any legal 
right with respect to such objection or 
request for hearing that the member may 
exercise in its own name. All subsequent 
action by the trade association with re¬ 
spect to such objection or request for 
hearing shall bind each member except 
to the extent that any member independ¬ 
ently files Its own objection or request 
for hearing. 

(c) In any court proceeding in which 
an organization participates, the Com¬ 
missioner will take appropriate legal 
measures to have the case brought or 
considered as a class action or otherwise 
as binding upon all members of the orga¬ 
nization except those specifically ex¬ 
cluded by name for the reason that the 
organization does not represent their 
views. Regardless whether the case Is 
brought or considered os a class action 
or as otherwise binding upon all members 
of the organization except those specifi¬ 
cally excluded by name, the Commis¬ 
sioner will take the position in any sub¬ 
sequent suit involving the same issues 
and any member of the organization that 
such issues are precluded from further 
litigation by such member pursuant to 
the doctrines of collateral estoppel or res 
judicata. 

§ 2.2 t Settlement proposal*. 

At any time in the course of any 
proceeding subject to this Part, any per¬ 
son may propose settlement of any of the 
issues involved. All participants in any 
proceeding shall have an opportunity 
to consider any proposed settlement. Un¬ 
accepted proposals of settlement and re¬ 
lated matters, e g., proposed stipulations 
not agreed to. shall not be admissible in 
evidence in any administrative proceed¬ 
ing of the Food and Drug Administra¬ 
tion. The Food and Drug Administration 
will oppose the admission in evidence of 
any such information in any court 
proceeding or in any other administra¬ 
tive proceeding. 

§ 2.2”) Waiver, luapcnulon, or modifica¬ 
tion of procedural requirement*. 

The Commissioner or the presiding offi¬ 
cer. with respect to matters pending 
before him. may on his own initiative or 
at the request of any participant waive, 
suspend, or modify any provision in Sub¬ 
parts B through F of this Part applicable 
to the conduct of a public hearing by an¬ 
nouncement at the hearing or by notice 
in advance of the hearing, if he deter¬ 
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mines that no participant will be prej¬ 
udiced. the ends of Justice will thereby 
be served, and such action is in accord¬ 
ance with law. 

Subpart B — Formal Evidentiary Public 
Hearings 

§2.100 Scope of Aubpurt. 

Subpart B governs the procedures ap¬ 
plicable whenever any of the following 
applies: 

(a) A person has a right to an oppor¬ 
tunity for a hearing under the provisions 
of the laws administered by the Commis¬ 
sioner specified in $ 2.12(c). 

(b) The Commissioner concludes, in 
his discretion, that it would be in the 
public Interest to hold a formal evidenti¬ 
ary public hearing on any matter, or 
class of matters, of importance pending 
before the Food and Drug Administra¬ 
tion. 

Initiation or Proceedings 

§2.110 I nil ini ion of a forrmil eviden¬ 
tiary public hearing involving the 
UauMire, amendment, or revocation 
of a regulation. 

(a) An administrative proceeding in 
which there is an opportunity for a 
formal evidentiary public hearing pursu¬ 
ant to sections 409(f). 502<n), 507(f). 512 
<n)(5>. 701(e). or 706(d) of the act or 
sections 4 or 5 of the Fair Packaging and 
Labeling Act involving the issuance, 
amendment, or revocation of a regula¬ 
tion shall be initiated: 

(1) By the Commissioner on his owm 
initiative, e.g., as provided in 8 121.72 for 
food additives, or 

(2) By a petition from an interested 
person: 

(1) In the form specified in other ap¬ 
plicable sections in this chapter, e.g., the 
form for a color additive petition In 
8 8.4 of this chapter or the form for an 
antibiotic petition in 8 431.50 of tills 
chapter, or 

(ii) If no form is specified in other ap¬ 
plicable sections of this chapter, in the 
form specified in § 2.7. 

(b) Upon receiving a petition sub¬ 
mitted pursuant to paragraph (a> (2) of 
tills section, the Commissioner shall: 

(1) If it involves any matter subject 
to section 701(e) of the act or sections 4 
or 5 of the Fair Packaging and Label¬ 
ing Act. and meets the requirements for 
filing, follow the provisions of I 2.10 (b> 
through (f). 

(2) If it relates to a color additive or 
food additive, and the petition meets 
the requirements for filing in 51 8.4, 8.5, 
and 121.51 through 121.53 of this chap¬ 
ter, publish a notice of filing of the peti¬ 
tion in the Federal Register within 30 
days after the petition is filed In lieu of 
a notice of proposed rule making. 

<c) The Commissioner may issue, 
amend, or revoke an antibiotic regula¬ 
tion without the requirements of notice 
and public procedure in 8 2.10(b) or de¬ 
layed effective date in 8 2.10(c) (4) on his 
own Initiative or as a result of a petition 
containing the required evidence of 
safety and effectiveness when the regu¬ 
lation Is technical in nature, interested 
persons have been consulted, and there 


are no significant points of controversy, 
or when the regulation imposes safety 
requirements which the Commissioner 
concludes are important for the public 
health. 

(d) The notice published in the Fed¬ 
eral Register promulgating the regula¬ 
tion shall state the time, place, and 
method for adversely affected persons to 
submit objections and requests for hear¬ 
ing, and that objections and requests for 
hearing shall be submitted in accordance 
with the requirements of this Part. 

(e> On or before the 30th day after 
the date of the publication In the Fed¬ 
eral Register of a final regulation, or of 
a notice withdrawing a proposal initiated 
by a petition pursuant to 8 2.6<a), sub¬ 
ject to this section, any person who 
would be adversely affected if such regu¬ 
lation w f ere placed in effect may submit 
written objections thereto to the Com¬ 
missioner and may make a written re¬ 
quest for a formal evidentiary public 
hearing on the stated objections. This 
30-day period shall pot be extended by 
the Commissioner. In the case of any 
petition or proposal to issue, amend, or 
repeal a color additive regulation after 
publication of the final regulation. If re¬ 
ferral of such petition or proposal is 
made to an advisory committee in ac¬ 
cordance with section 706(b) (5) (C) of 
the act. written objections and requests 
for a hearing may be submitted on or 
before the 30th day after the date on 
which the Commissioner publishes his 
order confirming or modifying his previ¬ 
ous order. 

§2.111 Initiation of a formal eviden¬ 
tiary public hearing involving the 
iMuancr, amendment, or revocation 
of an order. 

(a) An administrative proceeding in 
which there is an opportunity for a 
formal evidentiary public hearing pur¬ 
suant to sections 505 (d) or (e). 512 ‘dL 
<e). im)(3). or <m>(4> of the act, or 
section 351(a) of the Public Health Serv ¬ 
ice Act, Involving the issuance, amend¬ 
ment. or revocation of an order shall be 
initiated: 

(1) By the Commissioner on his own 
initiative, or 

(2) By a petition submitted in the 
form specified in other applicable sec¬ 
tion* in this chapter, e.g„ I 314.1(c) for 
new drug applications. 5 514.1 for new 
animal drug applications, 4 514.2 for ap¬ 
plications for animal feeds, or 5 601.3 for 
licenses for biologic products, or 

<3) By a petition from an interested 
person in the form specified In I 2.7. 

<b> A notice of opportunity for hear¬ 
ing on any proposal to deny or revoke 
approval of an order or any part thereof 
shall be published in the Federal Reg¬ 
ister together with an explanation of 
the grounds for the proposed action. The 
notice of opportunity for hearing shall 
state the time, place, and method for 
adversely affected persons to submit re¬ 
quests for hearing, and that requests for 
hearing shall be submitted in accordance 
with the requirements of tills Part. The 
applicant for or holder of the approval 
or license that Is the subject of the order 
in question and all other persons subject 
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to the notice shall have 30 days niter 
issuance of the notice within which to 
request a hearing on the proposed action 
pursuant to the provisions of 55 314.200, 
514.200. and 60l.7»a> of tills chapter. 
This 30-day period shall not be extended 
by the Commissioner. 

<c> In considering the issuance, 
amendment, or revocation of an order, 
the Commissioner may use any applica¬ 
ble optional procedure specified in f 2.7 
<g>. 


§2.112 Filing objection* ami request* 
for a hearing on a regulation or 
order. 


(a* Objections to agency action and 
requests for a hearing submitted pur¬ 
suant to 5 2.110(d) shall be submitted 
to the Hearing Clerk and shall be ac¬ 
cepted for filing if they comply with all 
of the following conditions: 

(1) Objections and requests for a hear¬ 
ing shall be submitted on or before the 
day specified in 5 2.llO<d>. 

(2> Each objection to a specific provi¬ 
sion of the Commissioner's regulation or 
proposed order shall be separately num¬ 
bered. 

<3> Each numbered objection shall 
specify with particularity the provision 
of the regulation or proposed order to 
which objection is made. 

( 4 > Each numbered objection on which 
a hearing is requested shall specifically 
w state. The failure to request a hear¬ 
ing for any particular objection shall 
constitute a waiver of the right to a 
hearing on that objection. 

<5> Each numbered objection for 
which a hearing is requested shall in¬ 
clude a detailed description and analysis 
of the specific factual Information in¬ 
tended to be presented in support of the 
objection in the event that a hearing 
la held. The failure to include such de¬ 
scription and analysis for any particu¬ 
lar objection shall constitute a waiver of 
the right to a hearing on that objection, 
out such description and analysis shall 
be used only for the purpose of deter¬ 
mining whether a hearing has been jus¬ 
tified pursuant to 5 2.113 and shall not 
limit the evidence that may be presented 
if a hearing is granted. 

A copy of any report, article, sur¬ 
vey. or other written document relied 
upon shall be submitted. 

Ui> A summary of the nondocumen¬ 
tary testimony to be presented by any 
witnesses relied upon shall be submitted. 

<b« Requests for hearing submitted 
pursuant to a 2 . 1 11 < b> shall be submitted 
u> the Hearing Clerk and shall be ac¬ 
cepted for filing if they comply with all 
01 the following conditions: 
•J.iL* 6 *?*** for hearing shall be sub¬ 
mitted on or before the 30th day after 
*ne date of publication of the notice of 
opportunity for hearing in the Federal 
Register. 


^^uests for hearing shall comply 
requirements specified in 
ch {^°°- 514 2Q0 * nnd 601.7(a) of tills 


tvikii objection or request for a 
2*2® bearing which meets the require- 
of this section shall be filed by the 


Hearing Clerk in the relevant docket file. 
If an objection or request for a public 
hearing fails to meet the requirements 
of this section and the deficiency becomes 
known to the Hearing Clerk, the Hear¬ 
ing Clerk shall return it with a copy of 
the applicable regulations, Indicating 
tiio.se provisions not complied with. A 
deficient objection or request for a hear¬ 
ing may be supplemented and sub¬ 
sequently filed if submitted within the 
30-day time period specified in 5 2 110«d> 
or f 2.111(b). 

<d> If an objection to a regulation is¬ 
sued pursuant to a petition submitted 
pursuant to 5 2.110(a) <2) is submitted 
by a person other than the petitioner and 
is filed by the Hearing Clerk, the peti¬ 
tioner may submit a written reply 
thereto to the Hearing Clerk. 

§2.113 Ruling on objection* and it* 
quc*U for hearing. 

<a» As promptly as is feasible the Com¬ 
missioner shall review all objections and 
requests for hearing filed pursuant to 
I 2.112 and shall determine: 

(i> Whether any of the objections or 
requests for hearing filed justify mod¬ 
ification or revocation of the regulation 
or order involved pursuant to f 2.114. 

(2) If a formal evidentiary public 
hearing has been requested, whether it 
has been Justified as required by this 
section. 

(3) If a public hearing has been re¬ 

quested before a Public Board of Inquiry 
pursuant to Subpart C of this Part, or 
before a public advisory committee pur¬ 
suant to Subpart D of this Part, or be¬ 
fore the Commissioner pursuant to Sub¬ 
port E of this Part, whether it has been 
Justified. ^ 

(b> A request for "a formal evidentiary 
public hearing shall be granted on a mat¬ 
ter involving the issuance, amendment, 
or revocation of a regulation or order if, 
based upon the data, information, and 
views contained in his objection and re¬ 
quest for hearing, a person has shown 
that all of the following are true: 

(1) There is a genuine and substantial 
issue of fact for resolution at a hearing. 
A hearing will not be granted on issues of 
policy or law. 

(2) The factual issue is capable of 
being resolved by available and specifi¬ 
cally identified reliable evidence. A hear¬ 
ing will not be granted on the basis of 
mere allegations or denials or general 
descriptions of positions and contentions. 

(3) The data and information Identi¬ 
fied in the objection and request for 
hearing, if established at a hearing, 
would be adequate to Justify resolution 
of the factual issue in the way sought by 
the person. A hearing will be denied if 
the Commissioner concludes that, even 
assuming the truth and accuracy of all 
of the data and Information submitted 
in support of the objection and request 
for hearing, they are insufficient to jus¬ 
tify the factual determination urged. 

(4) Resolution of the factual Issue In 
the way sought by the person is adequate 
to justify the action requested. A hearing 
will not be granted on factual Issues 
that are not determinative or controlling 


with respect to the action requested, e g., 
when the Commissioner concludes that 
his action would be the same even if the 
factual issue were resolved in the way 
sought, or in thf case of a request that a 
final regulation include a provision not 
reasonably encompassed within the pro¬ 
posal. A hearing will be granted upon 
proper objection and request for hearing 
when a food standard or other regulation 
is showm to have the effect of excluding 
or otherwise affecting a product or In¬ 
gredient. but not when such standard or 
regulation does not have such an effect. 

(5» The action requested is not on its 
face inconsistent with or in violation of 
any provision In the act or any regula¬ 
tion in this chapter particularizing stat¬ 
utory standards. The proper procedure 
in such circumstances is for the person 
requesting the hearing to petition for an 
amendment or waiver of the regulation 
involved, eg., a hearing will be denied 
with respect to withdrawal of approval 
of a new drug application which is not 
in compliance with an applicable OTC 
drug monograph promulgated pursuant 
to the procedures established In Part 330 
of this chapter or which is not supported 
by evidence of effectiveness meeting the 
requirements of || 314.111(a) (5) and 
330.10<aM4> (ii) of this chapter on the 
ground that the procedure is to petition 
for an amendment to the monograph 
pursuant to 5 330.10 (a M11) of this chap¬ 
ter, or to obtain approval of a deviation 
pursuant to 5 330.11 of this chapter, or 
to request a waiver of the requirements 
for proof of effectiveness as provided 
in 55 314.111 <a><5> and 330.10(a 
of this chapter. 

*6) All of the conditions and require¬ 
ments specified In other applicable pro¬ 
visions of this chapter, e.g„ 55 2.5. 2.111. 
2.112. 314.200, 430.20(b), 514.200, and 
601.7(a). and in the notice promulgating 
the final regulation or the notice of op¬ 
portunity for hearing are fully met. 

(c) In making his determination pur¬ 
suant to paragraph (a> of this section, 
the Commissioner may use any of the 
optional procedures specified in 5 2.7(g) 
and in other applicable provisions of this 
chapter, eg., 55 314.200, 430.20(b). 

514.200. and 601.7(a). 

(d> Where a person files an objection 
and request for hearing pursuant to 
55 2.110 through 2.112 relating to a regu¬ 
lation or order. It Is uncertain whether a 
hearing has been Justified pursuant to 
the principles established in paragraph 
(b) of tliis section, and the Commissioner 
concludes that summary decision against 
the person requesting a hearing should 
be considered, he may serve upon such 
person by registered mall a proposed 
order denying a hearing. Such person 
shall have 30 days after receipt of such 
proposed order to demonstrate that the 
submission Justifies a hearing. 

§2.114 Modification or revocation of 
regulation or order. 

If the Commissioner determines upon 
review of an objection or request for 
hearing filed pursuant to 5 5 2.110 through 
2.112 that the regulation or order in¬ 
volved In the proceeding should properly 
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be modified or revoked, he shall promptly 
Issue a notice of such modification or rev¬ 
ocation in the Federal Register. Further 
objections or requests for hearing may 
be submitted to such modification or rev¬ 
ocation, but not to any other provisions 
in the regulation or order, pursuant to 
M2.110 through 2.112. 

§ 2.115 Dvninl of formal rtiilrntiury 
publir lir nr in* in *liolr or in part. 

IX the Commissioner determines upon 
review of the objections or requests for 
hearing filed pursuant to 55 2.110 through 
2.114 that a formal evidentiary public 
hearing is not justified, in whole or in 
part, he shall publish a notice of such 
determination in the Federal Register. 

(a) The notice shall state whether the 
hearing is denied in whole or In part. If 
the hearing is denied in part, the notice 
shall be combined with the notice of 
hearing required by 5 2.118. and shall 
specify the objections and requests for 
hearing which have been granted and 
denied. 

(1) Any determination denying a 
hearing in whole or in part shall specify 
in detail the reasons therefor. If such 
determination rests upon on analysis of 
the data and information submitted to 
justify a hearing, the inadequacy of such 
data and information submitted shall be 
explained. 

(2) The notice shall confirm or modify 
or stay the effective date of the regula¬ 
tion or order involved. 

(b) The record of the administrative 
proceeding relating to denial of a public 
hearing in whole or in port on any ob¬ 
jection and request for hearing sliall con¬ 
sist of all of the following: 

(1) If the proceeding involves the is¬ 
suance. amendment, or revocation of a 
regulation: 

(i) All of the documents specified in 

12.10(g). 

<U) All objections and requests for 
hearing filed by the Hearing Clerk with 
respect to such regulation pursuant to 
55 2.110 and 2.112. 

(ill) If it involves a color additive reg¬ 
ulation which was referred to an advi¬ 
sory committee in accordance with sec¬ 
tion 706(b) (5) (Ct of the act. the 
complete administrative record of the 
advisory committee proceedings and its 
report on the matter. 

(iv) The notice denying a formal evi¬ 
dentiary public hearing published in the 
Federal Register. 

<2> If the proceeding involves the is¬ 
suance. amendment, or revocation of an 
order: 

(I) The notice of opportunity for 
hearing. 

(II) All requests for hearing filed by 
the Hearing Clerk with respect to such 
order pursuant to 15 2.111 and 2.112 of 
this chapter. 

<lti> The record, consisting of the 
transcripts, minutes of meetings, re¬ 
ports. Federal Register notices, and 
other documents, resulting from any of 
the optional procedures specified in 
§2.113<c>, except that it shall not in¬ 
clude the transcript of any dosed por¬ 
tion of any public advisory committee 
meeting. 


(iv) The notice denying a formal evi¬ 
dentiary public hearing published in the 
Federal Register. 

(c) The administrative record speci¬ 
fied in paragraph <b) of this section shall 
constitute the exclusive record for the 
Commissioner’s decision on denial of a 
formal evidentiary public hearing In 
whole or In part. The record of the 
administrative proceeding shall be closed 
as of the date of the Commissioner’s 
decision unless some other date for the 
closing of the record Is sj)eclfied by the 
Commissioner, Thereafter any person 
who requested and w as denied a hearing 
may submit a petition for reconsidera¬ 
tion pursuant to 5 2 8 and a petition for 
stay of action pursuant to f 2.9. Any 
person who wishes to rely upon data, in¬ 
formation, or views not included in the 
administrative record shall submit it to 
the Commissioner with a new petition 
to modify the final regulation or order 
pursuant to §2.6<&K 

<d> Any determination denying a re¬ 
quest for a formal evidentiary public 
hearing in whole or In part by any per¬ 
son wrho has an opportunity for such a 
hearing under the provisions of the laws 
administered by the Commissioner spec¬ 
ified in 5 2.12(c) constitutes final agency 
action reviewable In the courts, pursuant 
to the specific statutory provisions gov¬ 
erning the matters involved, as of the 
date of publication in the Federal Reg¬ 
ister of the denial of the public hearing 
In whole or in part. 

<1) Before requesting an order from 
a court for relief pending review, any 
person seeking judicial review shall first 
submit & petition for a stay of action 
pursuant to §2.9. 

(2) The Food and Drug Administra¬ 
tion will request consolidation in a single 
court of all petitions for judicial review 
related to a particular matter pursuant 
to 28 U.S.C. 2112(a). 

<3) The time for filing a petition for 
judicial review of a determination by the 
Commissioner denying a public hearing 
on a particular objection or issue shall 
begin as of the date of publication in 
the Federal Register of the Commis¬ 
sioner’s determination. The failure to file 
such a petition within the period estab¬ 
lished in the specific statutory provi¬ 
sions governing the matter involved shall 
constitute a waiver of the right to Judi¬ 
cial review of that objection or issue at 
any later time, regardless whether a 
hearing has been granted on other ob¬ 
jections and issues. 

6 2.1 16 Jutliriul rrviru after nnivrr of 
liruritig on a regulation. 

(1) Any persons who has a right to 
submit objections and a request for 
hearing pursuant to 5 2.110(d) may in¬ 
stead submit objections and waive the 
right to request a hearing. Such waiver 
may consist either of an explicit state¬ 
ment waiving such right, or of a failure 
to request a hearing os provided in 
5 2.112<a> (4). 

(b) Where any person submits an ob¬ 
jection and waives the right to request 
a hearing, the Khn.il rule 

upon such objection pursuant to 55 2.113 


through 2.115. The Commissioner may, 
in his discretion, order a hearing on the 
matter pursuant to any of the provi¬ 
sions of this Part regardless whether a 
hearing is requested. 

(c) If. after the notice published by 
the Commissioner in the Federal Reg¬ 
ister ruling upon any such objection, 
no hearing is granted with respect to 
the matters covered by such object ion. 
and the Commissioner rules adversely 
on such objection, the person may peti¬ 
tion for judicial review of the Commir- 
s loner’s ruling on such objection in a 
United States Court of Appeals pursuant 
to the applicable provisions in the act 

(1) The record for judicial review* 
shall be the record designated In 5 2.115 
(to) UK 

(2) The time for filing such a petition 
for Judicial review shall begin as of the 
date of publication In the Federal Reg¬ 
ister of the Commissioner’s ruling on 
such objection. 

§ 2.117 Hrqurat for alternative form »f 
public hearing. 

(a) A person who has a right to an 
opportunity for a hearing under this 
Subpart B may waive that opportunity 
and in lieu thereof request one of the fol¬ 
lowing alternative forms of public hear¬ 
ing: 

(1) A public hearing before a Public 
Board of Inquiry pursuant to Subpart C 
of this Part. 

(2) A public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part. 

(3> A public hearing before the Com¬ 
missioner pursuant to Subpart E of this 
Part. 

(b) Any such request: 

CD May be on his own initiative or 
at the suggestion of the Commissioner 

(2) Shall be submitted In writing to 
the Hearing Clerk pursuant to 12.7. 

<3» Shall be submitted at any tunc 
prior to publication of a notice of hearing 
pursuant to 5 2.118 or a denial of hearing 
pursuant to I 2.115. 

(4) Sliall be: 

(1) In lieu of a request for a hearing 
under this Subpart B, or 

(ii) If submitted after or with a re¬ 
quest for a hearing under this Subpart 
B. In the form of a waiver of the right 
to an opportunity for such a hearing con¬ 
ditioned upon an alternative form of 
public hearing. Upon acceptance by the 
Commissioner, such a waiver becomes 
binding and can thereafter be withdrawn 
only by waiving any right to any form of 
a hearing unless the Commissions 
good cause determines otherwise 

(c) Where more than one person has 
requested and Justified a hearing under 
this Subpart B. an alternative form » 
hearing will be used only if all such per¬ 
sons concur and waive their right to an 
opportunity for a hearing under this 
Subpart B. 

(d) The Commissioner will determine 
whether an alternative form of PJJ&ik 
hearing should be used, and If so w*™* 
alternative will be acceptable to n.nv 
after considering the requests submits < 
and the appropriateness of the altcrna- 
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tlvc forms of public hearing for the Issues 
raised in the objections. Upon acceptance 
by the Commissioner, such acceptance 
becomes binding upon him unless the 
Commissioner for good cause determines 
otherwise. 

<e> The Commissioner shall publish 
in the Federal Register a notice of hear¬ 
ing announcing an alternative form of 
public hearing pursuant to this section, 
setting forth the following information: 

(1) A statement of the provisions of 
the regulation or order which is the sub¬ 
ject of the public hearing. 

(2) A statement specifying any part 
of the regulation or order which has 
been stayed. 

<1> Any part of a regulation or order 
which is subject to an opportunity for a 
hearing under this Subpart B pursuant 
to statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg¬ 
ulation or order, and for which a public 
hearing has been granted, shall be 
stayed. 

<ii> The Commissioner may, in his 
discretion, stay in whole or in part any 
regulation or order which is not required 
by statute to be stayed. 

<3> The time, date, and place of the 
hearing, or a statement that such infor¬ 
mation shall be contained in a subse¬ 
quent notice published in the Federal 
Register. 

<4 1 The names of the parties to the 
public hearing. 

(5) A statement of the issues to be 
considered at the public hearing. The 
.statement of the issues determines the 
scope of the public hearing. 

<6> If the public hearing will be con¬ 
ducted by a Public Board of Inquiry : 

<i> The time~withln which the parties 
may submit nominees for the Board pur¬ 
suant to $ 2.203(b). 

<ll> The time within which appear¬ 
ances shall be filed by any person who 
wishes to participate in the proceeding. 
An appearance shall be filed in the form 
and pusrant to the requirements specified 
tn | 2.131. 

(ill) The time within which partici¬ 
pants shall submit written data and in¬ 
formation pursuant to $ 2.205. The notice 
shall list the contents of the portions of 
tile administrative record of the proceed¬ 
ing as of that time relevant to the issues 
to be considered at the public hearing be¬ 
fore the Board, and shall state that such 
portions have been placed on public dis¬ 
play In the office of the Hearing Cleric 
and that additional copies of any ma¬ 
terial already submitted pursuant to 
) 2.205 need not be Included with any 
later submissions by participants in the 
proceeding. 

<7) If Uie public hearing will be con¬ 
ducted by a Public Board of Inquiry or a 
public advisory committee, a statement 
whether the findings and conclusions re¬ 
sulting from such public hearing shall 
have the legal status and be handled as 
* recommended decision or as an initial 
decision purusant to $ 2.180. If the notice 
of hearing Is silent on this matter, the 
[hidings and conclusions shall be an ini¬ 
tial decision. 


RULES AND REGULATIONS 

(f) The findings and conclusions .re¬ 
sulting from a public hearing before a 
Public Board of Inquiry or a public ad¬ 
visory committee pursuant to this sec¬ 
tion shall have the same legal status and 
be handled as a recommended decision or 
an initial decision of a presiding officer 
issued pursuant to I 2.180, as determined 
by the notice of hearing published pur¬ 
suant to paragraph (e) of this section. 
The findings and conclusions resulting 
from a public hearing before the Com¬ 
missioner pursuant to this section shall 
have the same legal status and be han¬ 
dled as a tentative order issued pursuant 
to $ 2.181. Thereafter, the participants 
In the proceeding may pursue the admin¬ 
istrative and court remedies that are 
available as specified in 55 2.180 through 
2.191. 

<g) If a public hearing before a public 
advisory committee pursuant to Subpart 
D of this Part or a public hearing before 
the Commissioner pursuant to Subpart E 
of this Part is used as an alternative form 
of hearing pursuant to this section, all 
submissions relating to the hearing which 
constitute the administrative record of 
the hearing shall be made to the Hearing 
Clerk and the provisions of 5 2.5(j) shall 
govern the availability of such submis¬ 
sions for public examination and copying. 

§ 2.1 18 Notice of hearing; May of action. 

<a> If the Commissioner determines 
upon review of the objections and re¬ 
quest* for hearing filed pursuant to 
55 2.110 through 2.114 that a formal evi¬ 
dentiary public hearing has been justi¬ 
fied on any issue, he shall publish a no¬ 
tice of such determination in the Federal 
Register, setting forth the following in¬ 
formation : 

<l) A statement of the provisions of 
the regulation or order which is the sub¬ 
ject of the formal evidentiary public 
hearing. 

(2> A statement specifying any part of 
the regulation or order that has been 
stayed. 

(i> Any part of a regulation or order 
which is subject to an opportunity for 
a hearing under this Subpart B pursuant 
to statutory provisions under which the 
filing of proper objections and a request 
for hearing automatically stays the reg¬ 
ulation or order, and for which a hear¬ 
ing has been requested and justified, shall 
be stayed. 

< ii) The Commissioner may. in his dis¬ 
cretion. stay in whole or in part any 
regulation or order w r hlch is not required 
by statute to be stayed. 

(3) The names of the parties to the 
formal evidentiary public hearing. 

i4> A statement of the issues of fact 
raised by the objections and request for 
hearing as to which a hearing has been 
justified. 

(5» A statement of any objections or 
requests for hearing as to which a hear¬ 
ing has not been justified, which shall 
be subject to the provisions of 5 2.115. 

<6> The designation of the presiding 
officer to conduct the hearing or a state¬ 
ment that the presiding officer will be 
designated in a subsequent notice. 
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(7) The time within which notices of 

appearance shall be filed pursuant to 
$2,131. v 

(8) The date, time, and place when 
the prehearing conference will com¬ 
mence or a statement that such date, 
time, and place will be announced in a 
subsequent notice. The prehearing con¬ 
ference shall not commence until after 
the time for disclosure of data and in¬ 
formation specified in $2,153 has 
expired. 

(9) The time within which partici¬ 
pants shall submit WTittcn data, infor¬ 
mation. and views pursuant to $ 2.153. 
The notice .shall list the contents of the 
portions of the administrative record of 
the proceeding as of that time relevant 
to the issues to be considered at the 
public hearing and shall state that such 
portions have been placed on public dis¬ 
play in the office of the Hearing Clerk 
and that additional copies of any ma¬ 
terial already submitted pursuant to 
$ 2.153 need not be included with any 
later submissions by participants in the 
proceeding. 

(10) Whether the presiding officer will 
prepare a recommended decision or an 
initial decision pursuant to $$2,180 
through 2.184. 

<b> The statement of the Issues of 
fact raised by the objections or request 
for hearing as to which a hearing has 
been justified determines the scope of the 
formal evidentiary public hearing and 
the matters as to which the development 
of evidence will be permitted. The state¬ 
ment of the issues of fact may be revised 
by order of the presiding officer, except 
that it shall not be revised to include any 
issue as to which the Commissioner has 
not granted a hearing. 

<c> A formal evidentiary public hear¬ 
ing shall be deemed to commence as of 
the date of publication of the notice of 
hearing in the Federal Register. 

§ 2.119 Effective dale of a regulation. 

<a) If no objections are filed and no 
hearing is requested on a regulation pur¬ 
suant to $ 2.110<e>, the regulation shall 
be effective on the date specified in the 
notice promulgating it. 

<b> The Commissioner shall publish 
a notice in the Federal Register stating 
that fact. Such notice may extend the 
time for compliance with the regulation. 

§ 2.120 Effective dale of an order. 

<a» If a person who Ls subject to a 
notice of opportunity for hearing pub¬ 
lished in the Federal Register pursuant 
to 5 2.111(b) does not request a hearing, 
the Commissioner: 

(1) Shall issue a final order published 
in the Federal Register withdrawing 
approval of an NDA, NADA. or biologies 
license, in whole or in part, and estab¬ 
lishing the effective date of such final 
order. 

(2) If the final order involves an 
NADA. shall forthwith revoke, in whole 
or in part, the applicable regulation pur¬ 
suant to section 512(1) of the act. 

(b) If a person who is subject to a 
notice of opportunity for hearing pub¬ 
lished in the Federal Register pursuant 
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to {2.111tb» requests a hearing and 
others do not. the Commissioner may 
, issue a final order covering all such drug 
products at once or may issue more than 
one final order covering different drug 
products at different times. 

Appearance and Practice 
§2.120 Ap pc a run rr. 

(a) Any interested person may appear 
in person or by or with counsel or other 
duly qualified representative in any for¬ 
mal evidentiary public hearing and. sub¬ 
ject to ft 2.155. may be heard with respect 
to all matters relevant to the issues under 
consideration. 

<b) Any person appearing in a repre¬ 
sentative capacity in any such hearing 
shall submit a signed statement of au¬ 
thorization or other documentation veri¬ 
fying his authority to do so. 

§ 2.131 Written notice of appearance. 

(a) Any interested person desiring to 
appear at any formal evidentiary public 
hearing shall, within 30 days after pub¬ 
lication of the notice of hearing in the 
Federal Register pursuant to 12.117. 
file with the Hearing Clerk in accord¬ 
ance with 12.5 a written notice of ap¬ 
pearance in the form specified in para¬ 
graph (b > of this section. The notice shall 
state with particularity the person's in¬ 
terest in the proceeding and shall set 
forth the issues on which the person 
desires to be heard. 

<b) The form of the written notice 
of appearance shall be as follows: 


(Date) 

Hearing Clerk. Food and Drug Administra¬ 
tion, Department of Health, Education, and 
Welfare. Rrn. 4-65, 6000 Fisher* Lane. 
Rockville, HO 20852 

Nonce or ArmiuKct 
Docket No.- 

Pursuant to the provisions of 21 CPE 2.121 
governing the procedure in tide matter, 
please enter the appearance of: 


(Name) 

(Street addrese) 


(City and State) 


(Telephone number) 

on behalf of: 

(Namojr 
(Street addreae) 
(City and 8tate) 

(Telephone number) 

The following mate menu are made as port 
of this notice of appearance. 

A_ Specific Interest (A statement of the 
specific Interest of the person in the pro¬ 
ceeding. Including the specific tames of fact 
concerning which the person desires to be 
heard.) 

B Commitment to Participate. (A state¬ 
ment that the person will present documen¬ 
tary evidence or testimony at the hearing 
and will ooinply with the require menu of 21 
CPR 2.153. or. In the case of a hearing before 
a Public Board of Inquiry, with the require¬ 
ments of 21 CFR 2205.) 
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C. Statement of Representation . (If the 
person la appearing in a representative ca¬ 
pacity, a statement that he is authorised to 
do so. A signed statement of authorisation 
or other documentation verifying his author¬ 
ity shall be attached ) 

(Signed) 

ec> Ail notices, pleadings, documents, 
and other submissions to be served upon 
a person in the course of the hearing 
pursuant to i 2.151 shall be mailed to the 
address shown in the notice of appear¬ 
ance or delivered in person to the person 
specified in the notice of appearance. 

<d> A written notice of appearance 
may be amended by filing a new written 
notice of appearance and serving it upon 
all participants in the hearing. 

<e> No person may participate in any 
aspect or at any stage of a formal evi¬ 
dentiary public hearing if he has not filed 
a written notice of appearance or if his 
notice of appearance has been stricken 
pursuant to paragraph (g) of this sec¬ 
tion. 

(f> The presiding officer may, upon 
motion, permit a person to file a written 
notice of appearance in the hearing after 
the 30-day time period for filing such 
notices has expired, but only upon a 
showing of good cause as to why such a 
notice was not filed within such time pe¬ 
riod. 

(g) The presiding officer may strike 
the appearance of any person, after giv¬ 
ing him an opportunity to show* cause 
why his appearance should not be 
stricken, for nonparticipation in the 
hearing, for failure to comply with any 
requirement of this subpart, e g., dis¬ 
closure of information as required by 
l 2.153 or the prehearing order issued 
pursuant to i 2.158, or for violation of 
the rules of conduct established In 
12.156. Any person whose appearance 
has been stricken may petition the Com¬ 
missioner for interlocutory review* of 
such action. 

Presiding Officer 
§ 2.140 Presiding oliicrr. 

A presiding officer shall preside over 
every formal evidentiary public hearing 
held pursuant to this subpart. The pre¬ 
siding officer shall be the Commissioner, 
a member of the office of the Commis¬ 
sioner to whom the Commissioner has 
delegated the responsibility for the mat¬ 
ter involved, or an Administrative Law* 
Judge qualified under 5 U.S.C. 3105 and 
designated by the Commissioner to con¬ 
duct the hearing in the notice of hearing 
or In a later notloc published pursuant 
to i 2.118<a> (6) of this chapter. 

§ 2.141 Commencement of function*. 

The functions of the presiding officer 
shall commence upon his designation and 
terminate upon the forwarding of the 
recommended decision or the filing of the 
Initial decision pursuant to $ 2 180. 

9 2.142 Authority of presiding officer. 

The presiding officer shall have the 
authority and duty to conduct a fair and 
expeditious hearing and to maintain 


order. He shall have all powers necessary 
to these ends, including, but not limited 
to, the power to: 

(a) Arrange and issue notice of the 
date, time, and place of oral hearings and 
conferences and, upon proper notice, to 
change the date. time, and place of oral 
hearings and conferences previously set 
<b) Establish the methods and pro¬ 
cedures to be used In the development ol 
evidentiary facts. Including the pro¬ 
cedures specified in § 2.158(b) and to rule 
upon the need for oral testimony and 
cross-examination pursuant to f 2.154 
tb>. 

<c> Prepare, after considering the 
views of the jiartlcipants, written state¬ 
ments of areas of factual disagreement 
among the participants. 

<d) Hold conferences to settle, sim¬ 
plify. or determine the issues in a hear¬ 
ing or to consider other matters that may 
facilitate the expeditious disposition of 
the hearing. 

<e) Administer oaths and affirmation 
(f) Regulate the course of the he&nio: 
and govern the conduct of participant- 
therein. 

<g) Examine witnesses and inform 
witnesses that they must fully respond 
to all questions or have all of their testi¬ 
mony stricken. 

<h> Rule on, admit, exclude, or limit 
evidence. 

(I) Establish the time for filing mo¬ 
tions. petitions, briefs, findings, or other 
submissions. 

(J) Rule on motions and other pro¬ 
cedural matters pending before him 

ck> Rule on motions for summary de¬ 
cision in accordance with f 2.159. 

(1) Order that the hearing be con¬ 
ducted in stages in cases where the num¬ 
ber of parties is large or the issues arc 
numerous and complex. 

<m> Waive, suspend, or modify any 
rule In this subpart pursuant to $ 2.25 if 
he determines that no party will be prej¬ 
udiced. the ends of Justice will be thereby 
served, and such action is in accordance 
with law. 

<n> 8trike the appearance of any per¬ 
son pursuant to f 2.131(g) or exclude any 
person from the hearing pursuant to 
I 2.156 or otherwise take reasonable dis¬ 
ciplinary action. 

co) Take any action permitted to the 
presiding officer as authorized by this 
Subpart B or in conformance with law 
for the maintenance of order at the hear¬ 
ing and for the expeditious, fair, and 
impartial conduct of the proceeding. 

§ 2.143 Disqualification of preanlittjr 
officer* 

<a> Any participant In the proceeds 
may. by motion made to the presiding 
officer, request that the presiding officer 
disqualify himself and withdraw from 
the proceeding. The presiding officer 
shall rule upon any such motion and 
shall promptly certify the motion and his 
ruling thereon to the Commissioner for 
Interlocutory review. 

<b) A presiding officer shall withdraw 
from any proceeding in wrhlch he deem * 
himself disqualified for any reason. 
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§ 2.1 It I'navailabiiily of presiding offi¬ 
cer. 

(a> In the event that the presiding of¬ 
ficer Is unable to act for any reason 
whatever, the powers and duties to be 
performed by him In connection with any 
proceeding shall be assigned by the Com¬ 
missioner to another presiding officer. 
Such substitution shall have no effect on 
any aspect of the hearing, except as the 
new presiding officer may order pursuant 
to the provisions of tWs subpart. 

<b> Any motion predicated upon such 
substitution shall be made within 10 days 
thereafter. 

Hearing Procedures 

§2.150 HUns ami M'nicr of •oibniU* 
■tone* 

(a) All submissions, including plead¬ 
ings, relating to a formal evidentiary 
public hearing shall be filed with the 
Hearing Clerk pursuant to i 2.5. 

<b) A copy of each such submission 
shall be served by the person making the 
submission upon each other participant 
in the proceeding, except that submis¬ 
sions of documentary data and informa¬ 
tion may but are not required to be 
served upon each participant. Any trans¬ 
mittal letter, pleading, summary, state¬ 
ment of position, certification pursuant 
to paragraph (d) of this section, or other 
similar document accompanying a sub¬ 
mission of documentary data and infor¬ 
mation shall be served upon each par¬ 
ticipant pursuant to this paragraph. 

(c) Service pursuant to this section 
shall be accomplished by mailing it to the 
address shown in the notice of appear¬ 
ance or by personal delivery. 

(d) All submissions pursuant to this 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv¬ 
ice. pursuant to paragraph <b) of this 
section. 

<e) No written submission or other 
portion of the administrative record shall 
be held in confidence, except as provided 

in l 2.171. 

8 2.131 Petition to participate Iti forma 
pauper!*. 

<a> Any participant who believes that 
compliance with the filing and service re¬ 
quirements of this section constitutes an 
unreasonable financial burden shall sub¬ 
mit to the Commissioner a petition to 
participate in forma pauperis. 

<b> Such petition shall be pursuant to 
* 2.7, except that the heading shall be 

REQUEST TO PARTICIPATE 'IN 
FORMA PAUPERIS. DOCKET NO. 
- Pursuant to the guidelines es¬ 
tablished in |4.43 (b) and <c> of this 
cli&pter, such petition shall demonstrate 
that either (1) the person is indigent and 
hU participation has a strong public in¬ 
terest Justification, or <ii) such partici¬ 
pation is in the public interest because it 
can be considered primarily as benefiting 
the general public. 

*c) The Commissioner may. in his dis¬ 
cretion. grant or deny such petition. If 
such petition is granted, the participant 
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may file only one copy of each submis¬ 
sion with the Hearing Clerk, and It shall 
be the responsibility of the Hearing 
Clerk, at agency expense, to make suffi¬ 
cient additional copies for the adminis¬ 
trative record and to serve a copy upon 
each other participant. 

g 2.152 AhUory opinion*. 

Prior to or during the pendency of any 
formal evidenttary public hearing any 
person may request the Commissioner 
for an advisory opinion as to the appli¬ 
cability to a specific situation of any reg¬ 
ulation or order under consideration in 
an administrative proceeding. Requests 
for such opinions shall be made pursuant 
to » 2.19. 

§ 2*153 Dixlwun' of dntji anti informa¬ 
tion l»> the participants. 

(a) Before the notice of hearing Is 
published pursuant to I 2.118, the direc¬ 
tor of the bureau responsible for the mat¬ 
ters Involved in the hearing shall submit 
to the Hearing Clerk: 

(l) The relevant portions of the ad¬ 
ministrative record of the proceeding up 
to that time. Those portions of the ad¬ 
ministrative record of the proceeding 
which are not relevant to the Issues to be 
considered at the public hearing shall not 
be placed on public display and shall not 
be part of the administrative record of 
that proceeding. 

<2) All documents in his files contain¬ 
ing factual data and information, 
whether favorable or unfavorable to his 
position, which relate to the issues in¬ 
volved in the hearing. 

i3) All other documentary data and 
information on which he relies. 

(4) A narrative statement of his posi¬ 
tion on the factual issues stated In the 
notice of hearing and the type of evidence 
he intends to introduce in the hearing 
in support of his position. 

<5) A signed statement that, to the 
best of his knowledge and belief, the sub¬ 
mission complies with the requirements 
of tills section. 

<b> Within 60 days after the notice 
of hearing is published in the Federal 
Register pursuant to 8 2.118. each par¬ 
ticipant shall submit to the Hearing 
Clerk all data and information specified 
In paragraphs (a) (2) through (5) of this 
section, and any objections with respect 
to the completeness of the administra¬ 
tive record filed pursuant to paragraph 
(a)(1) of this section. 

(c) The submissions required by para¬ 
graphs (a) and (b) of this section may 
be supplemented later In the proceeding, 
with the approval of the presiding offi¬ 
cer. upon a showing that the material 
contained in the supplement was not rea¬ 
sonably known or available when the 
submission was made or that the rele¬ 
vance of the material contained in the 
supplement could not reasonably have 
been foreseen at that time. 

<d> The failure to comply’ with the 
provisions of this section in the case of 
a participant shall constitute a waiver 
of the right to participate further in the 
hearing and in the case of a party shall 
also constitute a waiver of the right to a 
hearing. 
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<e> Any documentary data and infor¬ 
mation submitted by one participant may 
be referenced by another. Participants 
arc encouraged to exchange and consoli¬ 
date lists of documentary evidence prior 
to reproducing it for submission to the 
Hearing Clerk in order to reduce dupli¬ 
cative submissions. If a particular docu¬ 
ment is bulky or is in limited supply and 
cannot reasonably be reproduced, and it 
constitutes relevant evidence, a partici¬ 
pant may request the presiding officer for 
permission to submit a reduced number 
of copies to the Hearing Clerk. 

if) The presiding officer shall rule on 
questions relating to this section. 

§ 2.154 Purpose; oral and written testi¬ 
mony ; burden of .proof. 

fa) A formal evidentiary public hear¬ 
ing ia held for the purpose of receiving 
evidence relating to an issue of fact de¬ 
termining the validity of r. regulation or 
order subject to such a hearing. The 
objective of such a hearing is the fair 
determination of facts in a manner con¬ 
sistent with the right of all interested 
persons to participate and the public in¬ 
terest in expeditiously concluding con¬ 
troversies over matters affecting the 
public health and welfare. 

(b) To achieve this objective, the evi¬ 
dence at a formal evidentiary public 
hearing shall be developed to the maxi¬ 
mum feasible extent through written 
submissions. Including written direct 
testimony which may be in narrative or 
in question-and-onswer form, written 
cross-examination, and such other 
methods for the testing and proper eval¬ 
uation of factual propositions as the 
presiding officer determines are neces¬ 
sary for a full and true disclosure of 
relevant evidentiary facts. 

(1) In a hearing held pursuant to sec¬ 
tion 409(f). 502(D). 507(f). 512(n). 701 

(e), or 706<d> of the act or section 4 or 
5 of the Fair Packaging and Labeling 
Act involving the issuance, amendment, 
or revocation of a regulation: 

(1) All direct testimony shall be sub¬ 
mitted in writing, except upon a show¬ 
ing that written direct testimony is in¬ 
sufficient to adduce testimony for a full 
and true disclosure of relevant eviden¬ 
tiary facts and that Uie participant will 
be prejudiced by denial of a request to 
present oral direct testimony. 

<U> Oral cron-examination of wit¬ 
nesses shall be permitted only upon a 
showing that the cross-examination re¬ 
quested is necessary because alternative 
means of developing relevant evidentiary 
facts arc insufficient to adduce testimony 
required for a full and true disclosure 
of relevant evidentiary facts, and that 
the party requesting an opportunity for 
oral cross-examination will be preju¬ 
diced by denial of the request. 

(2) In a hearing held pursuant to 
section 505 (d) or (e) or 512 (d>, (e). 
<m) (3). or (4) of the act, or section 351 
(a) of the Public Health Service Act, 
involving the issuance, amendment, or 
revocation of an order, the issues may 
have general applicability and depend 
upon general facts that do not concern 
any particular action of a specific party, 
c.g., the safety or effectiveness of a class 
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of dnig products, or may have specific 
applicability to pact action and depend 
upon particular facts concerning only 
that party, e.g., the applicability of a 
grandfather clause to a particular brand 
of a drug or the failure of a particular 
manufacturer to meet required manu¬ 
facturing and processing specifications 
or other general standards 

(1> Where tha proceeding involves 
general Issues, all direct testimony shall 
be submitted in writing, except upon a 
showing that written direct testimony is 
insufficient to adduce testimony for a 
full and true disclosure of relevant evi¬ 
dentiary facts and that the participant 
will be prejudiced by denial of a request 
to present oral direct testimony. Where 
the proceeding involves particular Issues, 
each party shall determine whether, and 
the extent to which, he wishes to present 
his direct testimony orally or In writing, 

(11) Oral cross-examination of wit¬ 
nesses shall be permitted only upon a 
showing that the cross-examination re¬ 
quested is necessary because alternative 
means of developing relevant evidentiary 
facts are Insufficient to adduce testi¬ 
mony required for a full and true dis¬ 
closure of relevant evidentiary facts, and 
that the party requesting opportunity 
for oral cross-examination will be prej¬ 
udiced by denial of the request. 

<3> All oral and written testimony of 
witnesses shall be under oath. 

(c) In considering whether a request 
for cross-examination of a particular 
witness has been Justified, the presiding 
officer shall take into account the follow¬ 
ing factors: 

(1) The extent to which a full and 
true disclosure with respect to any dis¬ 
puted issue of fact can be achieved 
through the presentation of additional 
direct evidence. 

<2) The extent to w’hich there are cir¬ 
cumstantial guarantees of the trust¬ 
worthiness of the direct evidence sought 
to be made the subject of cross- 
examination. 

(3> Whether the particular person’s 
testimony sought to be made the subject 
of cross-examination is required for the 
resolution of any disputed issue of fact. 

(4) Whether a dispute concerns facts 
in contrast to the inferences and con¬ 
clusions to be drawn from the facts. 

(5) Whether the direct evidence 
sought to be made the subject of cross- 
examination is relevant and material to 
the issues of fact as to which the hear¬ 
ing has been Justified. 

<d> Except as provided in paragraph 
<c) of this section, in any formal evi¬ 
dentiary public hearing involving the is¬ 
suance, amendment, or revocation of a 
regulation or order, the originator of the 
proposal or petition or of any significant 
modification thereof shall be. within the 
meaning of 5 U.S.C. 556(d), the pro¬ 
ponent of the regulation or order, and 
accordingly shall have the burden of 
proof. Any participant who proposes the 
substitution of a new provision for a pro¬ 
vision objected to shall have the 
burden of proof in relation to the new 
provision so proposed. 
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(e) At any formal evidentiary public 
hearing involving the issuance, amend¬ 
ment. or revocation of a regulation or 
order relating to the safety or effective¬ 
ness of a drug, food additive, or color ad¬ 
ditive, the participant who is con¬ 
tending that the product is safe or ef¬ 
fective or both and who is requesting ap¬ 
proval or contesting withdrawal of ap¬ 
proval shall have the burden of proof in 
establishing safety or effectiveness or 
both and thus the right to approval. The 
burden of proof remains on such partic¬ 
ipant in an amendment or revocation 
proceeding. 

§ 2.153 f'*rtici|>alion of nonparlic*. 

(a) A nonparty participant shall have 
the right: 

<1) To attend all conferences (includ¬ 
ing the prehearing conference), oral 
proceedings, and arguments held In con¬ 
nection with or as part of a formal evi¬ 
dentiary public hearing. 

(2) To submit wnitten testimony and 
documentary evidence for Inclusion in 
the record. 

(3> To file written objections, briefs, 
and other pleadings. 

f 4 • To present oral argument. 

<b) A nonparty participant shall not 
have the right: 

(1) To submit written Interrogatories. 

(2) To conduct cross-examination. 

(c) Any person whose petition is the 

subject of the hearing shall have the 
same rights as a party. 

<d> The presiding officer may. in his 
discretion, permit a nonparty participant 
additional rights when he concludes that 
the participant's interests would not be 
adequately protected otherwise or that 
broader participation is required for a 
full and true disclosure of relevant evi¬ 
dentiary facts, but the rights of a non- 
party participant shall In no event ex¬ 
ceed the rights of a party. 

§2.156 (induct at oral hearing* or con- 
frrrnrr*. 

All participants in a formal evidentiary 
public hearing shall conduct themselves 
with dignity and observe Judicial stand¬ 
ards of practice and ethics. They shall 
not indulge in personal attacks, unseemly 
wrangling, or intemperate accusations or 
characterizations. A representative of 
any party shall use hLs best efforts to re¬ 
strain his client from improprieties in 
connection with any proceeding. Disre¬ 
spectful. disorderly, or contumacious 
language or contemptuous conduct, re¬ 
fusal to comply with directions, con¬ 
tinued use of dilatory tactics, or refusal 
to adhere to reasonable standards of 
orderly and ethical conduct during any 
such hearing, shall constitute grounds for 
immediate exclusion from the proceed¬ 
ing at the direction of the presiding 
officer. 

§2.157 Time and place of prehearing 
conference. 

A prehearing conference shall com¬ 
mence at the date, time, and place an¬ 
nounced in the notice of hearing or in a 
later notice, published in the Ftderal 
Register pursuant to * 2.118<a) (8). At 


that conference the presiding officer shall 
establish the methods and procedures to 
be used in developing the evidence, 
determine reasonable time periods for the 
conduct of the hearing, and designate the 
times and places for the production of 
witnesses for direct and cross-examina¬ 
tion if leave to conduct oral examination 
is granted on any Issue, Insofar as is prac¬ 
ticable at that time. 

§ 2.158 Prehearing conference proce¬ 
dure. 

(a) All participants in a formal evi¬ 
dentiary hearing shall appear at the 
prehearing conference, which shall not 
commence until after the time for dis¬ 
closure of data and information speci¬ 
fied In i 2.153 has expired, fully prepared 
to discuss in detail and resolve all mat¬ 
ters specified in paragraph (b) of this 
agenda as may be issued by the Com¬ 
missioner or the presiding officer. 

(1) All participants shall cooperate 
fully at all stages of the proceeding to 
achieve the objective of a fair and ex¬ 
peditious hearing, through advance prep¬ 
aration Cor the prehearing conference, 
including communications between the 
participants, requests for information 
at the earliest possible time, and the 
commencement of preparation of testi¬ 
mony. The failure of any participant to 
appear At the prehearing conference or 
to raise any matters that could reason¬ 
ably be anticipated and resolved at the 
prehearing conference shall not be per¬ 
mitted to delay the progress of the hear¬ 
ing and shall constitute a waiver of the 
rights of the participant with regard 
thereto, including all objections to the 
agreements reached, actions taken, or 
rulings issued by the presiding officer 
with regard thereto, and may be grounds 
for striking his appearance pursuant to 
f 2.131. 

( 2) Each participant shall bring to the 
prehearing conference the following spe¬ 
cific information, which shall be filed 
with the Hearing Clerk pursuant to 
*2.151: 

(i) Any additional data or informa¬ 
tion to supplement the submission filed 
pursuant to * 2.153. which may be filed 
If approved pursuant to * 2.153(C). 

<ii) A list of all witnesses whose testi¬ 
mony will be offered, orally or in writing, 
at the hearing, together with a full cur¬ 
riculum vitae for each such witness. Ad¬ 
ditional witnesses may later be Identi¬ 
fied. with the approval of the presiding 
officer, upon a showing that the witness 
was not reasonably available at the time 
of the prehearing conference or that the 
relevance of his views could not reason¬ 
ably have been foreseen at that time 

(111) All prior written statements, 
which shall include articles and any 
written statement signed or adopted, or 
a recording or transcription of an oral 
statement made, by the persons who 
have been Identified as witnesses if all 
of the following conditions apply: 

(a) The statement is available with¬ 
out making request of the witness or any 
other person. 

(b> The statement relates to the sub¬ 
ject matter of the witness’ testimony 
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(c) The statement cither was made 
before the time the person agreed to be¬ 
come a witness or has been made publicly 
available by the person. 

(b) The presiding officer shall con¬ 
duct a prehearing conference for the 
following purposes: 

Cl) To determine and reduce to writ¬ 
ing the areas of factual disagreement 
which are to be considered at the formal 
evidentiary hearing. The presiding offi¬ 
cer may: 

(i) Require each participant to pre¬ 
pare and file written statements of posi¬ 
tion on the areas of disagreement de¬ 
scribed in the notice of hearing. 

<ii) Require each participant to sum¬ 
marize the testimony which he proposes 
to present in support of his position, and 
to describe and justify any additional 
documentary evidence not included with 
the submission pursuant to $ 2.153 and 
expected to be introduced. 

(ill) Consider oral or written argu¬ 
ment with respect to the areas of dis¬ 
agreement described in the notice of 
hearing or with respect to objections 
thereto. 

tiv) Hold conferences off the record in 
an effort to reach agreement as to fac¬ 
tual questions on which disagreement 
exists, except that all statements as to 
areas of disagreement shall be reduced 
to writing or be the subject of a verbatim 
transcript approved by the participants. 

<2) To identify the most appropriate 
techniques for the development of the 
evidence on issues In controversy in addi¬ 
tion to the submissions pursuant to 
f 2.153, and the manner and sequence 
in which they will be used, including, 
where oral examination is to be con¬ 
ducted, the sequence in which witnesses 
will be produced for. and the time and 
place of, the oral examination. The 
methods and procedures which the pre¬ 
siding officer may consider for use in de¬ 
veloping the evidence include but are not 
limited to: 

CH Submission of narrative state¬ 
ments of position on each factual issue 
in controversy. 

<il) Submission of evidence or Identi¬ 
fication of previously submitted evidence 
in support of such statements, such as 
affidavits, verified statements of fact, 
data, studies, reports, and any other type 
of written material. 

<lii> Identification of all witnesses and 
submission of testimony of such wit¬ 
nesses. 

tiv) Exchange of written interroga¬ 
tories directed to particular witnesses for 
the purpose of developing the evidence 
on particular disputed facts. 

<v> Written requests to any party for 
the production of additional documenta¬ 
tion, data, or other information relevant 
and materia] to the facts in Issue. 

tirl) Submission of written questions 
to be orally propounded by the presiding 
officer to a specific witness. 

(vil> isolation of disputed facts as to 
which oral examination and/or cross- 
examination is appropriate pursuant to 
§ 2.154(b). 

, To ^ rou P participants with sub¬ 
stantially like interests for purposes of 
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eliminating duplicative or repetitive de¬ 
velopment of the evidence, making and 
arguing motions and objections, includ¬ 
ing motions for summary decision, filing 
briefs, and presenting oral argument. 

<4> To hear and determine objections 
to the admission into evidence of data 
and information submitted pursuant to 
« 2.153. 

<5> To investigate the possibility of 
obtaining stipulations and admissions of 
facts. 

<6> To consider such other matters 
and take such other action as may aid 
in the expeditious disposition of the pro¬ 
ceeding. 

<c> The presiding officer shall prepare 
a written prehearing order reciting the 
actions taken at the prehearing confer¬ 
ence and setting forth the schedule for 
the hearing. Such order shall include a 
written statement of the areas of factual 
agreement and disagreement and of the 
methods and procedures to be used in 
developing the evidence and the respec¬ 
tive duties of the parties in connection 
therewith. Such order shall control the 
subsequent course of the hearing unless 
modified by the presiding officer for good 
cause shown. 

§ 2.139 Summary drraion*. 

<a) Any participant In a formal evi¬ 
dentiary public hearing may, after com¬ 
mencement of the hearing, submit to the 
Hearing Clerk pursuant to i 2.150 a mo¬ 
tion with or without supporting affidavits 
for a summary decision in his favor with 
respect to any issue under consideration. 
Any other participant may, within 10 
days after service of the motion, which 
time may be extended for an additional 
10 days by the presiding officer for good 
cause shown, serve opposing affidavits or 
countermove for summary decision. The 
presiding officer may. in his discretion, 
set the matter for argument and call for 
the submission of briefs. 

<b) The presiding officer shall grant 
such motion if the objections, requests 
for hearing, other pleadings, affidavits, 
and any material filed in connection with 
the hearing, or matters officially noticed, 
show that there is no genuine issue as to 
any material fact and that a participant 
is entitled to summary decision. 

(c) Affidavits shall set forth such facts 
as would be admissible In evidence and 
shall show affirmatively that the affiant 
is competent to testify to the matters 
stated therein. When a motion for sum¬ 
mary decision is made and supported as 
provided In this section, a participant op¬ 
posing the motion may not rest upon 
mere allegations or denials or general 
descriptions of positions and contentions. 
His response, by affidavits or a s otherw ise 
provided in this section, must set forth 
specific facts showing that there is a gen¬ 
uine Issue of fact for the hearing. 

(d) Should it appear from the affi¬ 
davits of a participant opposing the mo¬ 
tion that he cannot for sound reasons 
stated, present by affidavit facts essential 
to Justify his opposition, the presiding 
officer may deny the motion for summary 
decision or may order a continuance to 
permit affidavits or additional evidence 
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to be obtained or may make such order 
as is Just 

<e) If on motion under this motion a 
summary decision is not rendered upon 
the whole case or for all the relief asked, 
and development of evidentiary facts is 
found necessary, the presiding officer 
shall make an order specifying the facts 
that appear without substantial contro¬ 
versy and directing further evidentiary 
proceedings. The facts so specified shall 
be deemed established. 

(f) Any participant may obtain inter¬ 
locutory review by the Commissioner of 
a summary decision of the presiding 
officer, 

§ 2.160 Receipt of evidence. 

<a> A formal evidentiary public hear¬ 
ing consists of the development of evi¬ 
dence and the resolution of factual Issues 
in the manner set forth in the proce¬ 
dures established in this subpart and 
in the order issued by the presiding 
officer after the prehearing conference. 

<b) All orders issued by the presiding 
officer, transcripts of oral hearings or 
arguments, written statements of posi¬ 
tion. written direct testimony, written 
interrogatories and the responses 
thereto, and any other data, studies, 
reports, (locum citation, information, and 
other written material of any kind sub¬ 
mitted in the proceeding shall be a part 
of the administrative record of the hear¬ 
ing. and shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt In that office, ex¬ 
cept as provided in $ 2.171. 

<c> A written submission to the record 
shall be admissible as evidence unless 
a participant objects and the presiding 
officer excludes it as inadmissible. 

<1> The presiding officer shall exclude 
written evidence as inadmissible only on 
the following grounds: 

(1) The evidence is a document that 
is not authentic, or 

<il> Exclusion of part or all of the 
written evidence of & participant is nec¬ 
essary or appropriate to enforce the 
requirements of this subpart. 

(2) The presiding officer shall not ex¬ 
clude any wTitten evidence as inadmis¬ 
sible on the ground that it is irrelevant, 
immaterial, or repetitive. All such writ¬ 
ten evidence shall be admitted even if 
It is of no probative value. Irrelevant or 
Immaterial written evidence shall be re¬ 
garded as such and shall not be given 
weight or probative value because of Its 
admission. 

<3) Any written evidence excluded by 
the presiding officer as inadmissible shall 
remain a part of the administrative rec¬ 
ord, as an offer of proof, for purposes 
of judicial review. 

(d) Oral testimony, whether on direct 
or on cross-examination, shall be admis¬ 
sible as evidence unless a participant 
objects and the presiding officer excludes 
it as inadmissible. 

(1) The presiding officer shall exclude 
oral evidence as inadmissible only on the 
following grounds: 

<i) The oral evidence is irrelevant, im¬ 
material, or repetitive, or 
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Ol) Exclusion ol part or all of the oral 
evidence of a participant is necessary 
or appropriate to enforce the require¬ 
ments of this subpart. 

(2> Whenever oral evidence is ex¬ 
cluded by the presiding officer as inad¬ 
missible, the participant offering such 
evidence may make an offer of proof, 
which shall be part of the record. The 
offer of proof shall consist of a brief 
statement, which the presiding officer 
may require to be in writing, describing 
the evidence excluded. Upon review, the 
Commissioner may reopen the hearing 
to permit such evidence to be admitted if 
he determines that its exclusion was 
erroneous and prejudicial. 

<e) All participants shall be respon¬ 
sible for apprising themselves of the 
contents of the administrative record in 
timely fashion for purposes of formulat¬ 
ing objections to the admissibility of any 
item into evidence and evaluating the 
need for the submission of additional 
evidence. 

<f> The presiding officer shall, on his 
own Initiative as the circumstances war¬ 
rant, or upon the motion of any partici¬ 
pant for good cause shown, schedule 
conferences to monitor the progress of 
the hearing, narrow and simplify the is¬ 
sues, and consider and rule on motions, 
requests, and other matters concerning 
the development of the evidence. 

<g) The presiding officer shall conduct 
such proceedings as arc necessary for the 
taking of oral testimony, for the oral 
examination of witnesses by the presiding 
officer on the basis of written questions 
previously submitted to him by the par¬ 
ties. and for the conduct of cross-exami¬ 
nation of witnesses by the parties. The 
presiding officer shall screen written 
questions submitted to him to be asked 
orally of witnesses in order to exclude 
irrelevant or repetitious questions. The 
presiding officer shall limit oral cross- 
examination to prevent irrelevant or 
repetitious questions. 

<h> The presiding officer shall order 
that the proceedings be closed for the 
taking of oral testimony relating to mat¬ 
ters specified in 5 2.5 (J) (3». Participation 
In such closed proceedings shall be lim¬ 
ited to the witness, his counsel, and Fed¬ 
eral Government Executive Branch em¬ 
ployees and special government employ¬ 
ees. Such closed proceedings shall be 
permitted only for such oral testimony 
as directly relates to matters specified in 
4 2.5(j) <3) and shall not include other 
matters. 

<i> Any party may at any time move 
for an order that the taking of evidence 
be concluded. Such motion shall be 
granted unless within 10 days of service 
thereof a participant files an opposition 
to such motion, supported by an affidavit 
stating that he wishes to submit, or by 
specified means adduce, additional evi¬ 
dence on facta relevant to the Issues at 
the hearing, describing the nature of 
such evidence, and estimating the time 
necessary to submit or adduce It. In the 
event that such an opposition is filed, the 
presiding officer may (1) grant the mo¬ 
tion if it appears that the evidence de¬ 
scribed in the affidavit filed in support of 


the opposition does not relate to rele¬ 
vant facts or is duplicative or cumulative 
of evidence already on record at the 
hearing, (2) deny the motion, or (3) 
grant the motion but postpone ite effect 
to a specified date in order that the par¬ 
ticipant opposing it may submit or ad¬ 
duce the evidence described in the affi¬ 
davit. Upon the denial of a motion made 
under this paragraph, or the granting of 
a motion with a postponed effective date, 
no participant may submit additional evi¬ 
dence unless he has filed an opposition 
to the motion, and any participant who 
has filed an opposition shall confine the 
submission of additional evidence to the 
matters set forth in the affidavit in 
support of the opposition. 

§2.161 Official notirc. 

•a* Upon motion of any participant, 
the presiding officer shall take official 
notice of official publications of the Food 
and Drug Administration and other Fed¬ 
eral agencies and of any technical, scien¬ 
tific. or other fact that is not subject to 
reasonable dispute in that it is capable of 
accurate and ready determination by 
resort to sources whose accuracy cannot 
reasonably be questioned. 

<b> The presiding officer may lake of¬ 
ficial notice of matters whether requested 
to do so or not. 

<c) Where official notice is requested 
to be taken or is taken of a material fact 
not appearing in the evidence of record, 
any participant, on timely request, shall 
be afforded an opportunity to show the 
contrary, 

§2.162 Brief* and argument. 

<a• As soon as possible after the com¬ 
pletion of the taking of evidence, the 
presiding officer shall announce a sched¬ 
ule for the filing of briefs. Briefs shall 
include a statement oX position on each 
issue as supported by the evidence of 
record, with specific and complete cita¬ 
tions to the evidence, together with cita¬ 
tions of points of law relied upon. Briefs 
shall contain proposed findings of fact 
and conclusions of law. 

<b> The presiding officer may permit 
the presentation of oral argument at his 
discretion and in such manner as he be¬ 
lieves is both practical and fair. 

<c) Briefs and oral argument shall 
attempt to refrain from disclosing spe¬ 
cific details of written and oral testimony 
and documents relating to matters spe¬ 
cified in 4 2.5(J) <3), but any reference 
essential to resolution of the issues in¬ 
volved shall be permitted. 

§ 2.163 Iiilcrlorulcirv nppcul from rul¬ 
ing of presiding officer. 

(a) Except as provided in paragraph 
(b> of this section and in 39 2.131(g), 
2.143<a>. 2.159(0, and 2.165(c). where 
an interlocutory appeal is specifically au¬ 
thorized by this subpart, rulings of the 
presiding officer may not be appealed to 
the Commissioner prior to his considera¬ 
tion of the entire administrative record 
of the hearing. 

(b) Any ruling of the presiding officer 
shall be the subject of an interlocutory 
appeal to the Commissioner where the 
presiding officer certifies on the record or 


in writing that such an interlocutory ap¬ 
peal Is necessary to prevent exceptional 
delay, expense, or prejudice to any par¬ 
ticipant. or substantial harm to the pub¬ 
lic interest. 

(c) Where an Interlocutory appeal is 
made to the Commissioner, any partici¬ 
pant may file a brief with the Commis¬ 
sioner within such period as the Com¬ 
missioner directs. Oral argument will be 
heard only at the discretion of the Com¬ 
missioner. 

§ 2.161 Official transcript. 

(a) Any oral testimony given at a for¬ 
mal evidentiary public hearing shall be 
reported verbatim. The presiding officer 
will make provision for a stenographic 
record of the testimony and for such 
copies of the transcript thereof as he re¬ 
quires for his own purpose. 

<b) One copy of such transcript shall 
be placed on public display in the office 
of the Hearing Clerk upon receipt, where 
it may be reviewed by any interested 
person. 

(c) Any i>crson desiring a copy of the 
transcript of the testimony taken at the 
hearing or of any part thereof shall be 
entitled to the same, except as provided 
in 9 2.171, upon application to the official 
reporter and payment of the costs 
thereof or pursuant to the provisions of 
Part 4 of this chapter. 

§2.165 Motion*. 

(a) Any participant may make a 
motion, including any request, to the 
presiding officer with respect to any mat¬ 
ter relating to the proceeding. All mo¬ 
tions shall be filed pursuant to 9 2.150, 
except those made in the course of an 
oral hearing before the presiding officer. 

(b) Within 10 days after service of any 
such motion, which may be shortened to 

3 days or extended for an additional 10 
days by the presiding officer for good 
cause shown, any participant in the 
proceeding may file a response to the 
motion. 

(c) The presiding officer shall rule 
upon such motion and may certify such 
motion, together with his ruling, to the 
Commissioner for interlocutory review. 

ADMINISTRATIVE RECORD 

§ 2.170 Ailmiimlrativr rcrord of a for¬ 
mal evidentiary public* hearing. 

(а) The record of the administrative 
proceeding shall consist of the following: 

(1) The order or regulation which 
gave rise to the hearing. 

(2) All objections and requests for 
hearing filed by the Hearing Clerk pur¬ 
suant to $9 2.110 through 2.112. 

(3) The notice of hearing published 
pursuant to 9 2.118. 

(4) All notices of appearance filed 
pursuant to 9 2.131. 

<5) All Federal Register notices per¬ 
tinent to the proceeding. 

(б) All submissions filed pursuant to 

4 2.151. e.g.. the submissions required by 
4 2.153, all other documentary evidence 
and written testimony, pleadings, state¬ 
ments of position, briefs, and other simi¬ 
lar documents. 

(7) The transcript, wTitten order, and 

all other documents relating to the pre- 
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hearing conference, prepared pursuant 
to 5 2.158. 

(8) All documents relating to any mo¬ 
tion for summary decision pursuant to 

5 2.159. 

(9> AI1 documents of which official 
notice is taken pursuant to { 2.161. 

(10) AH pleadings filed pursuant to 

I 2.162. 

(11) All documents relating to any in¬ 
terlocutory appeal pursuant to $ 2.163. 

(12) All transcripts prepared pursuant 
to $ 2.164. 

(13) Any other documents relating to 
the hearing and filed with the Hearing 
Clerk by the presiding officer or any par¬ 
ticipant. 

(b> The record of the administrative 
proceeding shall be closed: 

(1) With respect to the taking of evi¬ 
dence. at the time specified in { 2.160 

(g). 

(2) With respect to pleadings, at the 
time specified in {2.162(a) for the filing 
of briefs. 

(c> The presiding officer may, in his 
discretion, reopen the record to receive 
further evidence at any time prior to the 
filing of a recommended or initial deci¬ 
sion. 

§ 2.171 Examination of administrative 
record. 

The availability for public examina¬ 
tion and copying of each document which 
is a part of the administrative record of 
the hearing shall be governed by the pro¬ 
visions of ( 2.5(J> . Each document which 
is available for public examination or 
copying shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt In that office. 

§ 2.172 Correction of udminiilrAlhr rec¬ 
ord . 

After the close of the taking of evi¬ 
dence. the presiding officer shall afford 
witnesses, participants, and their coun¬ 
sel time, not longer than 30 days except 
in unusual cases. In which to submit 
written proposed corrections of the tran¬ 
script of any oral testimony taken at the 
hearing, pointing out errors that may 
have been made in transcribing the testi¬ 
mony. The presiding officer shall prompt¬ 
ly thereafter order such corrections made 
as in his Judgment are required to make 
the transcript conform to the testimony. 

§2.173 Record for adminUtralivc devi- 

-»«• n. 

The administrative record of the hear¬ 
ing specified in (2.170 shall constitute 
the exclusive record for decision. 

HrcOMMXHDED. INITIAL. TENTATIVE, AND 

Final Decisions 

§ 2.180 Recommended drcUion or ini¬ 
tial decision. 

<a) Within 90 days after the filing of 
briefs and any oral argument pursuant 
to ( 2.162. the presiding officer shall pre¬ 
pare and file a recommended decision or 
initial decision based solely upon the ad¬ 
ministrative record of the hearing. 

(1) The presiding officer shall prepare 
a recommended decision If the notice 


of hearing so states pursuant to ( 2 118 
(a>(10). 

(2) The presiding officer shaU prepare 
an initial decision if the notice of hear¬ 
ing so states pursuant to f 2.118(a) (10) 
or if the notice of hearing is silent on the 
matter. 

<b> The recommended decision or ini¬ 
tial decision shall contain: 

(1) Findings of fact based upon rele¬ 
vant, material, and reliable evidence of 
record. 

(2) Conclusions of law. 

<3) A full articulation of the reasons 
for the findings and conclusions, includ¬ 
ing a discussion of the significant factual 
and legal contentions made by any 
participant. 

(4 > Full citations to the administrative 
record supporting the findings and 
conclusions. 

(5) An appropriate regulation or order 
supported by substantial evidence of rec¬ 
ord and based upon the findings of fact 
and conclusions of law. 

(6) An effective date for the regulation 
or order. 

(e) The recommended decision or ini¬ 
tial decision shall attempt to refrain 
from disclosing specific details of written 
and oral testimony and documents relat¬ 
ing to matters specified in f 2.5(j>(3), 
but any reference essential to resolution 
of the Issues involved shall be permitted. 

(d) If the presiding officer prepares a 
recommended decLsion he shall forward 
it, together with the certified record of 
the hearing, to the Commissioner. 

(e> If the presiding officer prepares 
an Initial decision: 

(1) It shall be filed with the Hearing 
Clerk and served upon all participants. 

(2) The initial decision shall become 
the decision of the Commissioner unless 
within 30 days after it is filed with the 
Hearing Clerk a participant in the pro¬ 
ceeding files with the Hearing Clerk a 
notice of appeal to the Commissioner 
pursuant to (2.182(a) or the Commis¬ 
sioner. on his own initiative, files with 
the Hearing Clerk a notice of review 
pursuant to f 2.182(d). 

§ 2.181 Tentative order. 

(a) If the presiding officer prepares 
a recommended decision, as soon as prac¬ 
ticable after it is received the Commis¬ 
sioner either shaU adopt it as his tenta¬ 
tive order or shall prepare a different 
tentative order. The tentative order shall 
contain findings of fact and conclusions 
of law as set forth in ( 2.180 <b> and <c). 
and shall be filed with the Hearing Clerk 
and served upon all participants. 

<b> The tentative order shall specify 
a reasonable time, ordinarily not to ex¬ 
ceed 60 days, within which any partici¬ 
pant may file exceptions. The exceptions 
shall point out with particularity the 
alleged errors in the tentative order and 
shall contain a specific reference to the 
items in the record on which exceptions 
arc based. Such exceptions may be ac¬ 
companied by a memorandum or brief 
in support thereof. If oral argument on 
the exceptions is desired, such a request 
shall be made with the exceptions. 


(c) After the exceptions are filed the 
Commissioner shall determine whether 
he wishes to hear oral argument on the 
matter. If the Commissioner concludes 
that he should hear oral argument on 
the matter, the participants shall be in¬ 
formed of the date, time, and place for 
such oral argument, the amount of time 
that will be allotted to each participant 
for such oral argument, and the issues 
to be addressed. 

§ 2.182 Appeal from or review of initial 
decision- 

(a) If the presiding officer files an 
initial decision, any participant in a pro¬ 
ceeding may appeal it to the Commis¬ 
sioner by filing a notice of appeal with 
the Hearing Clerk within 30 days after 
the initial decision is filed. If any partici¬ 
pant appeals the initial decision, all par¬ 
ticipants shall have an equal opportunity 
to participate in the appeal. 

<b) Promptly after a notice of appeal 
is filed with the Hearing Clerk, the Com¬ 
missioner shall inform all participants 
of the date by which they may file briefs, 
stating exceptions to or agreement with 
the initial decision and supporting rea¬ 
sons therefor, the time for which shaU 
be not less than 30 nor more than 60 
days following such notice. Reply briefs 
may be filed only with the express per¬ 
mission of the Commissioner. 

(c) If oral argument on the appeal is 
desired, such a request shall be made with 
the briefs. After the briefs are filed the 
Commissioner shall determine whether 
he wishes to hear oral argument on the 
matter. If the Commissioner concludes 
that he should hear oral argument on 
the matter, the participants shall be 
informed of the date, time, and place for 
such oral argument, the amount of time 
that will be allotted to each participant 
for such oral argument, and the issues 
to be addressed. 

<d) Within 40 days after the initial 
decision is filed, the Commissioner may 
file with the Hearing Clerk a notice stat¬ 
ing that he will review the initial de¬ 
cision on his own initiative. Such review 
shall proceed pursuant to the provisions 
of paragraph (b> of this section. 

§ 2.183 Decision lijr ConamUidoner after 
exception* to the tentative order. 

If the presiding officer prepares a rec¬ 
ommended decision and the Commis¬ 
sioner files a tentative order, as soon as 
practicable after the time for filing ex¬ 
ceptions to the tentative order has 
passed, the Commissioner shaU publish 
in the Federal Register his final order 
in the proceeding. The final order shall 
meet the requirements established in 
( 2.180 (b) and <c). 

§2.181 DceJftton by Coinmi**ioiier on 
appeal or review of initial decision. 

(a) If the presiding officer files an 
Initial decision and a notice of appeal or 
review is filed pursuant to (2.182. the 
presiding officer shall certify to the Com¬ 
missioner the full administrative record 
of the proceeding, which shall include 
&U briefs filed pursuant to (2.162 and 
the Initial decision. 
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(b) On appeal from or review of the 
Initial decision, the Commissioner shall 
have all the powers he would have in 
making the initial decision. The Com¬ 
missioner may. on his own initiative or 
on the motion of any participant, re¬ 
mand the proceeding to the presiding 
officer with specific directions. e.g.. to 
receive further evidence relating to a 
particular Issue, where he concludes that 
such action is necessary for a proper de¬ 
cision in the matter. 

( c) The scope of the issues on appeal 
shall be the same as the scope of the 
issues at the public hearing unless the 
Commissioner specifies otherwise. 

<d> As soon as practicable after the 
filing of briefs and any oral argument, 
the Commissioner shall issue In the Fed¬ 
eral Register his final decision in the 
proceeding based solely upon the admin¬ 
istrative record of the hearing. Such 
final decision shall meet the require¬ 
ments established In 9 2.180 <b> and <c>. 

<e) The Commissioner may adopt the 
Initial decision as the final decision, in 
whole or in part, if he concludes, after 
reviewing the administrative record, that 
it meets ail the requirements specified 
in § 2.180 (b and (c) and represents a 
sound, reasonable, and fair decision 
based upon all relevant factual, legal, 
and policy considerations. 

§2.185 Rccoimdrralion and of ac¬ 
tion. 

Following publication of the final de¬ 
cision. any participant may petition the 
Commissioner for reconsideration of any 
part or ail of such decision pursuant to 
9 2.8 or may petition for & stay of such 
decision pursuant to 9 2.9. 

Judicial Review 
§ 2.190 Review by ilic court*. 

<a> The Commissioner's final decision 
constitutes final agency action from 
which any participant may petition for 
judicial review pursuant to the statutory 
provisions governing the matter Involved. 
Before requesting an order from a court 
for relief pending review, any participant 
seeking court review shall first submit a 
petition for a stay of action pursuant 
to 9 2.9. 

<b> The Food and and Drug Adminis¬ 
tration will request consolidation in a 
single court of all petitions for Judicial 
review related to a particular matter 
pursuant to 28 U.8.C. 2112(a). 

§2.191 Copieft of petition* for judicial 
review. 

The Chief Counsel for the Food and 
Drug Administration has been desig¬ 
nated by the Secretary as the officer upon 
whom copies of petitions for Judicial re¬ 
view shall be served. Such officer shall be 
responsible for filing in the court the 
record of the proceedings on which the 
final decision is based. The record of the 
proceeding shall be certified by the 
Commissioner. 


Subpart C—Public Hearing Before a Public 
Board of Inquiry 

§ 2.200 Scope of ftubpnrt. 

Subpart C governs the practices and 
procedures applicable whenever: 

<a) The Commissioner concludes, in 
his discretion, that it is in the public 
interest to hold a public hearing before 
a Public Board of Inquiry, hereinafter 
referred to as a "Board." with respect to 
any matter, or class of matters, of im¬ 
portance pending before the Food and 
Drug Administration. 

<b» Pursuant to specific provisions in 
other sections of tills chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before a Board. 

tc> A person who has a right to an 
opportunity for a formal evidentiary 
public hearing under Subpart B of this 
Part waives that opportunity and in lieu 
thereof requests pursuant to 9 2.117 of 
this Purt the establishment of a Board 
to act as an administrative law tribunal 
with respect to the matters Involved, and 
the Commissioner, in his discretion, ac¬ 
cepts this request. 

§2.201 INolicc of n public hearing be¬ 
fore a Public Board of Inquiry. 

If the Commissioner determines that 
a Board should be established to conduct 
a public hearing on any matter, he shall 
publish in the Federal Register a no¬ 
tice of hearing setting forth the follow¬ 
ing information: 

(a) If the hearing is pursuant to 9 2.- 
200 fa) or (b), all applicable informa¬ 
tion described in 5 2.117(e). 

(1) If any written document is to be 
the subject matter of the hearing. It 
shall be published as part of the notice, 
or reference shall be made to it if It has 
already been published in the Federal 
Register, or the notice shall state that 
the document is available from the 
Hearing clerk or an agency employee 
designated in the notice, 

f2) For purposes of any such hearing, 
all participants who file a notice of ap¬ 
pearance pursuant to 9 2.117(e) <6> (11) 
shall be deemed to be parties and shall 
be entitled to participate in selection of 
the Board pursuant to 9 2.203(b). 

(b> If the hearing is In lieu of a formal 
evidentiary hearing as provided In 9 2.- 
200(c), all of the information described 
in 9 2.117(e). 

§ 2.202 Member* uf a Public Board of 
Inquiry. 

(a) All members of a Board shall have 
medical, technical, scientific, or other 
qualifications relevant to the issues to be 
considered at the hearing, shall be sub¬ 
ject to the conflict of Interest rules ap¬ 
plicable to special government employ¬ 
ees, and shall be free from bias or prej¬ 
udice with respect to the issues involved. 
A member of a Board may be a full-time 
or part-time Federal government em¬ 
ployee or may serve on a Food and Drug 
Administration advisory committee but 
except with the agreement of all parties 


shall not currently be a full-time or part- 
time employee of the Food and Drug Ad¬ 
ministration or otherwise act as a spe¬ 
cial government employee of the Food 
and Drug Administration. 

(b) The director of the bureau of the 
Food and Drug Administration respon¬ 
sible for tiie matter which is the subject 
of a public hearing before a Board, the 
other parties to the proceeding, and any 
person whose petition is the subject of 
the hearing, shall, within 30 days after 
publication of the notice of hearing in 
the Federal Register, each submit to 
the Hearing Clerk the names and full 
curricula vitae of five nominees for mem¬ 
bers of the Board, Nominations shall 
state that the nominee is aware of the 
nomination. Is interested in becoming a 
member of the Board, and appears to 
have no conflict of interest. 

<l> All such persons may in consulta¬ 
tion with each other agree upon a single 
list of five qualified nominees. 

(2) Within 10 days after receipt of 
such names of nominees, such persons 
may submit comments to the Hearing 
Clerk on whether the nominee^ of the 
other persons meet the criteria estab¬ 
lished in paragraph (a) of this section 

(3 ) In addition to being filed with the 
Hearing Clerk, the lists of nominees and 
comments thereon shall be submitted to 
the persons who have the right to sub¬ 
mit a list of nominees pursuant to this 
paragraph but not to all participants. 
They shall be held in confidence by the 
Hearing Clerk as part of the adminis¬ 
trative record of the proceeding and shall 
not be available for public disclosure, and 
shall similarily be held in confidence by 
all persons who submit or receive them 
This portion of the administrative record 
shall remain confidential but shall be 
available for judicial review in the event 
that it becomes relevant to any issue 
before a court, 

<c) After reviewing the lists of nomi¬ 
nees and any comments thereon, the 
Commissioner shall choose three qualified 
persons as members of a Board. One 
member shall be chosen from the lists 
of nominees submitted by the director 
of the bureau and any person who is 
not a party and whose petition la the 
subject of the hearing. The second mem¬ 
ber shall be chosen from the lists of 
nominees submitted by the other par¬ 
ties. The Commissioner shall then choose 
the third member from any source, who 
shall be the Chairman of the Board. 

(1) If the Commissioner is unable to 
find a qualified person with no conflict of 
interest from among a list of nominee • 
submitted, or if additional information l< 
needed, the Commissioner shall request 
from the party involved the submission 
of such additional nominees or informa¬ 
tion as is necessary to choose a qualified 
person nominated by that person 

(2) If a person fails to submit a l^ 1 
of nominees as required by paragraph 
<b) or this section, the Commissioner 
may choose a qualified person in lieu of 
a person nominated by that person with- 
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out further consultation with that 
person. 

(3) The Commissioner shall announce 
the members of a Board by filing a mem¬ 
orandum in the record of the proceeding 
and sending a copy to each participant 
who has filed a notice of appearance. 

<d> In lieu of the procedure for selec¬ 
tion of the members of a Board specified 
in paragraphs (b) and (c) of this sec¬ 
tion. the director of the bureau, the other 
party or parties to the proceeding, and 
any person whose petition is the subject 
of the hearing, may agree that any 
standing advisory committee listed in 
§ 2.330 shall constitute the Board for a 
particular proceeding, or may mutually 
agree on any other procedure for selec¬ 
tion of the members of the Board, or the 
number of members of the Board, sub¬ 
ject to the approval of the Commissioner. 

(e) The members of a Board shall 
serve as consultants to the Commissioner 
and shall be special government employ¬ 
ees or government employees. A Board 
shall function as an administrative law 
tribunal with the consent of the parties 
Involved in the proceeding and is not an 
advisory committee subject to the re¬ 
quirements of the Federal Advisory Com¬ 
mittee Act or Subpnrt D of this Part. 

<f) The chairman of a Board shall 
have the authority of a presiding officer 
set out in S 2.142. 

§2.203 Separation of funclloitsi cx 
pitrlc rommuniralion*; uilinint-lru* 
live support. 

(a) All proceedings of a Board shall 
be subject to the provisions of § 2.13. re¬ 
lating to separation of functions and ex 
parte communications. Representatives 
of the participants in any proceeding 
before a Board shall have no contact 
with the members of the Board, except 
as participants in such proceeding, and 
shall not participate in the deliberations 
of the Board. 

(b) Administrative support for a 
Board shall be provided only by the office 
of the Commissioner and the Chief 
Counsel for the Food and Drug Admin¬ 
istration. 

§ 2.201 SubntlMtion* to a Pulilir Hoard 
of Inquiry. 

<a> All submissions relating to a hear¬ 
ing before a Board shall be filed with 
the Hearing Clerk pursuant to $ 2.5. 

<b> A copy of auy such submission 
*hall be sent by the person making the 
submission to each participant in the 
proceeding, except as provided in S$ 2.202 
<b> <3) and 2.207(c) and except that sub¬ 
missions of documentary data and in¬ 
formation may but are not required to be 
sent to each participant Any transmittal 
letter, summary, statement of position, 
certification pursuant to paragraph <d) 
of this section, or similar document ac¬ 
companying a submission of documen- 
tory data and information shall be sent 
to each participant pursuant to tills 
paragraph. 

(c) Any such submission shall be sent 
required by paragraph <b) of this 

section by mailing it to the address 
shown In the notice of appearance or by 
Personal delivery. 


(d) All submissions pursuant to this 
section shall be accompanied by a signed 
certification stating the extent to which 
the submission has been served on each 
participant, or is exempt from such serv¬ 
ice, pursuant to paragraph <b) of this 
section. 

<e> No written submission or other 
portion of the administrative record 
shall be held in confidence, except as 
provided in IS 2.202(b) (3> and 2.207(c). 

<f> Any participant who believes that 
compliance with the requirements of this 
section constitutes an unreasonable fi¬ 
nancial burden shall submit to the Com¬ 
missioner a petition to participate in 
forma pauperis. 

(1 > Such petition shall be pursuant to 
$ 2.7. except that the heading shall be 
“REQUEST TO PARTICIPATE IN 
FORMA PAUPERIS. DOCKET NO. 
_Pursuant to the guidelines es¬ 
tablished In §4.43 <b> and (c) of this 
chapter, such petition shall demonstrate 
that either (1) the person is indigent and 
his participation has a strong public 
interest justification, or tii) such partic¬ 
ipation is in the public Interest because 
it can be considered primarily as bene¬ 
fiting the general public. 

(2) If the Commissioner grants such 
petition, the participant may file only 
one copy of each submission with the 
Hearing Clerk, and it shall be the re¬ 
sponsibility of the Hearing Clerk to moke 
sufficient additional copies for the ad¬ 
ministrative record and to serve a copy 
upon each other participant. 

§ 2.203 Dferlonurr of data and informa¬ 
tion by tlx* participant*. 

(a) Before the notice of hearing is 
published pursuant to § 2.201. the direc¬ 
tor of the bureau responsible for the mat¬ 
ters involved in the hearing shall submit 
to the Hearing Clerk: 

(1) The relevant portions of the exist¬ 
ing administrative record of the pro¬ 
ceeding. Those portions of the adminis¬ 
trative record of the proceeding which 
arc not relevant to the issues to be con¬ 
sidered at the public hearing shall not be 
submitted to the Hearing Clerk or placed 
on public display and shall not be part 
of the administrative record of the pro¬ 
ceeding. 

(2) A list of all persons whose views 
will be presented orally or in writing at 
the hearing. 

(3> All documents in his files contain¬ 
ing factual data and information, wheth¬ 
er favorable or unfavorable to his posi¬ 
tion. which relate to the issues Involved 
In the hearing. 

(4) All other documentary data and 
information on which he relies. 

(5) A signed statement that, to the 
best of his knowledge and belief, the sub¬ 
mission complies with the requirements 
of this section. 

(b) Within 60 days after the notice of 
hearing is published pursuant to § 2.201, 
each participant shall submit to the 
Hearing Clerk all data and information 
specified in paragraph (a> (2) through 
(5) of this section, and any objections 
with respect to the completeness of the 
administrative record filed pursuant to 
paragraph (a)(1) of this section. 


(c) The submissions required by para¬ 
graphs (a) and <b) of this section may 
be supplemented later in the proceeding, 
with the approval of the Board, upon a 
showing that the views of the persons or 
the material contained in the supplement 
were not known or reasonably available 
when the Initial submission was made or 
that the relevance of the views of the 
persons or the material contained in the 
supplement could not reasonably have 
been foreseen. 

<d> The failure to comply with the 
provisions of this section in the case of a 
participant shall constitute a waiver of 
the right to participate further in the 
hearing and in the case of a party shall 
constitute a waiver of the right to a hear¬ 
ing. 

(e) The Chairman of the Board shall 
rule on questions relating to this section. 
Any participant dissatisfied with any 
such ruling may request the Commis¬ 
sioner for an interlocutory review' of that 
ruling, 

§ 2.20f» PrcMT4-ding» of n Public Hoard 
of Inquiry. 

(a) The purpose of a Board is to re¬ 
view medical, scientific, and technical is¬ 
sues fairly and expeditiously In order to 
reach a reasonable decision that is 
sound from a medical, scientific, and 
technical standpoint. The proceedings of 
a Board shall be conducted in the man¬ 
ner of a scientific inquiry rather than as 
a legal trial. 

ib> Prior to the first hearing of 
a Board, all participants In the hearing 
shall have submitted to the Hearing 
Clerk the data and information required 
to be disclosed pursuant to § 2.205. sub¬ 
ject to the sanctions specified in 
§ 2.205(d). 

(c> The Chairman of a Board shall 
call the first hearing of the Board at a 
reasonable time subsequent to receipt of 
the data and information specified In 
paragraph (b) of this section. Notice of 
the time and location of such hearing 
shall be published in the Federal Regis¬ 
ter at least 15 days in advance and the 
hearing shall be open to the public. 
The director of the bureau, the other 
parties, and all other participants shall 
have an opportunity at the first hearing 
to make an oral presentation of the data, 
information, and views which in their 
opinion arc pertinent to resolution of the 
issues being considered by a Board. 
The Chairman shall determine the order 
in which these presentations shall be 
made. Each Initial presentation shall be 
made without interruption from other 
participants, but members of the Board 
may ask any questions that they wish. 
At the conclusion of each presentation, 
each of the * other participants may 
briefly state questions and criticism of 
the presentation and may request 
that the Board conduct further question¬ 
ing with respect to specified matters. 
The Chairman and members of the 
Board may then ask further questions, 
and the Chairman may permit any other 
participant in the proceeding to ask 
questions if he determines this will 
facilitate resolution of the issues. 
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id» The hearing shall be informal In 
nature, mid the rules of evidence shall 
not apply. No motions or objections re¬ 
lating to the admissibility of data. In¬ 
formation. and views shall be made or 
considered, but other participants may 
comment upon or rebut all such data, 
information, and views. No participant 
may interrupt the presentation of 
another participant for any reason. 

<e> Within 30 days after the first 
hearing of a Board is concluded, each 
participant In the proceeding may sub¬ 
mit in writing such rebuttal data, in¬ 
formation. and views as he believes rele¬ 
vant to the issues, in accordance with the 
requirements of ft 2.206. The Chairman 
shall thereafter schedule a second hear¬ 
ing of a Board if requested and Justified 
by any participant. A second hearing, 
and any subsequent hearing, shall be 
called only if the Chairman concludes 
that it is necessary’ for the full and fair 
presentation of information that cannot 
otherwise adequately be considered and 
for the proper resolution of the issues 
involved. Notice of # the time and location 
of any such subsequent hearings shall 
be published in the Federal Register at 
least 15 days in advance of the date of 
such hearing and the hearings shall be 
open to the public. 

(f) A Board may consult with any per¬ 
son who It concludes may have data, in¬ 
formation. or view’s relevant to resolu¬ 
tion of the issues involved. 

U> Such consultation shall occur only 
at an announced hearing of a Board, and 
all participants shall have the right to be 
present and to suggest or. with the per¬ 
mission of the Chairman, conduct ques¬ 
tioning of such consultants and to pre¬ 
sent rebuttal data, information, and 
views, as provided in paragraphs <c> and 
<d> of this section, except that written 
statements may be submitted to the 
Board with the consent of all partici¬ 
pants. 

(2) Any participant may submit to the 
Board a request that it consult with spe¬ 
cific persons who may have data, infor¬ 
mation. or views relevant to the resolu¬ 
tion of the issues. 8uch requests shall 
state the reasons why the person named 
should be consulted and why the views 
of that person cannot reasonably be fur¬ 
nished to the Board by any means other 
than having the Food and Drug Admin¬ 
istration arrange for his appearance at 
a hearing of the Board. The Board may. 
in Its discretion, grant or deny such a 
request. 

<g> All hearings of a Board at which 
presentations of data, information, and 
views are made shall be transcribed. All 
such hearings shall be open to the public, 
except that the presentation of data and 
information which are prohibited from 
public disclosure pursuant to the provi¬ 
sions of ft 2.5( j) (3) shall be closed to all 
persons except the persons making and 
participating in the presentation and 
Federal Government Executive Branch 
employees and special government em¬ 
ployees. At least a majority of the mem¬ 
bers of the Board shall be present at 
every hearing. The executive sessions of 
a Board, during which a Board deliber- 
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ales on the Issues, shall be closed and 
shall not be transcribed. The report of 
the Board shall be voted upon by ail 
members of the Board. 

(h> All legal issues shall be referred 
to the Chief Counsel for the Food and 
Drug Administration for resolution. 

<1> After the conclusion of all public 
hearings a Board shall announce that the 
record is closed with respect to the gath¬ 
ering of data and information. The 
Board shall provide an opportunity for 
all participants to submit a written 
statement of their positions. with pro¬ 
posed findings and conclusions, and may. 
in its discretion, provide an opportunity 
for participants to summarize their posi¬ 
tions orally to assist the Board in its 
deliberations on the issues involved. 

<J> At the conclusion of its delibera¬ 
tions. a Board shall prepare its decision 
on the issues, w hich shall include specific 
findings and references supporting and 
explaining its conclusions, and a detailed 
statement of the reasoning on which the 
conclusions are based. Any member of 
the Board may file a separate report with 
additional or dissenting views. 

§ 2.207 Adtnini'lralivr record of a Pub¬ 
lic Itourtl of Inquiry. 

<a> The administrative record of a 
hearing before a Board shall consist of 
the fallowing: 

AU relevant Federal Register 
notices. 

(2> All written submissions pursuant 
to § 2.204. 

(3> The transcripts of all hearings of 
the Board. 

(4) The recommended or initial deci¬ 
sion of the Board. 

(b> The record of the administrative 
proceeding shall be closed: 

<l) With respect to the gathering of 
information and data, at the time speci¬ 
fied in 5 2 206(1). 

<2> With respect to pleadings, at the 
time specified in ft 2.206(1) for the filing 
of a written statement of position with 
proposed findings and conclusions. 

(d The Board may, in its discretion, 
reopen the record to receive further evi¬ 
dence at any time prior to the filing of 
a recommended or initial decision. 

§ 2.208 F.vammntion of adniini»tr«thr 
record. 

Ca> The availability for public exami¬ 
nation and copying of each document 
which Is a part of the administrative 
record of the hearing shall be governed 
by the provisions of ft 2.5(J). Each docu¬ 
ment which is available for public ex¬ 
amination or copying shall be placed on 
public display in the office of the Hear¬ 
ing Clerk promptly upon receipt in that 
office. 

(b> Lists of nominees and comments 
thereon submitted pursuant to ft 2.202 
(b) <3) shall be subject to the provisions 
of I 2.5<J>(3). 

§ 2.209 Record for adiiOni»trative deci¬ 
sion . 

The administrative record of the hear¬ 
ing specified in ft 2.207(a) shall consti¬ 
tute the exclusive record for decision. 


Subpart D—Public Hearing Before A 
Public Advisory Committee 

General 

§ 2.300 Scope of nubpart. 

(a) 8ubpart D governs the practices 
and procedures applicable whenever: 

(1) The Commissioner concludes, iu 
his discretion, that it is in the public 
interest for a standing or ad hoc policy 
or technical public advisory committee, 
hereinafter an “advisory committee*’ or 
"committee." to hold a public hearing 
and to review and make recommenda¬ 
tions with respect to any matter or class 
of matters of importance pending before 
the Food and Drug Administration, and 
for Interested persons to present data, 
information, and views at an oral public 
hearing before the advisory committee. 

(2) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before an advisory committee. Such 
specific provisions are: 

(I) Section 2.350 relating to review' of 
a performance standard for on electi 
product by the Technical Electronic 
Product Radiation Safety Standards 
Committee. 

(U) Section 2.360 relating to review 
of the safety of color additives. 

till) Section 2.370 relating to review 
of the safety and effectiveness of human 
prescription drugs. 

(iv) Section 330.10 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of over-the-counter drugs. 

(v) Section 601.25 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of biological drugs. 

(3» A person who has a right to an 
oiHXjrtunity for a formal evidentiary 
public hearing under Subpart B of this 
Part waives that opportunity and in lieu 
thereof requests pursuant to ft 2.117 a 
public hearing before a public advisory 
committee pursuant to this subpart, and 
the Commissioner, In his discretion, ac¬ 
cepts this request. 

(b) In determining whether a group 
Is a "public advisory committee" as de¬ 
fined in ft 2.3(a) (14) and thus subject 
to the requirements of this subpart and 
of the Federal Advisory’ Committee Art. 
the following guidelines shall be used 

(1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing ad¬ 
visory committees shall be listed in 
ft 2 340. 

(2) An advisory committee may be a 
policy advisory committee or a technical 
advisory committee. A policy advisory 
committee advises on broad and general 
matters. A technical advisory committee 
advises on specific regulatory issues. 

(3) An advisory committee Includes 
any subgroup thereof when It Is work¬ 
ing on behalf of the committee. An ad¬ 
visory committee may have members and 
consultants. 

(4) A committee composed entirely of 
full-time Federal government employees 
Is not an advisory committee. 

(5) An advisory committee shall or¬ 
dinarily have a fixed membership, a dc- 


FEDERAl REGISTER. VOL 40, NO. 102— TUESDAY, MAY 77 , I97S 







fined purpose of providing advice to the 
agency on a particular subject, regular 
or periodic meetings, and an organiza¬ 
tional structure. e.g., a chairman and 
staff, and shall serve as a source of In¬ 
dependent expertise and advice rather 
than as a representative of or advocate 
for any particular interest. 

<i) A group of persons convened on 
on ad hoc basis to discuss a matter of 
current interest to the agency, but which 
has no continuing function or organisa¬ 
tion, does not involve substantial special 
preparation, and does not as a group 
issue a report to or advise the agency, is 
not an advisory committee. 

(il> A group of two or more agency 
consultants meeting with the agency on 
on ad hoc basis Is not an advisory 
committee. 

fill) A group of experts who arc em¬ 
ployed by a private company or a trade 
association which has been requested by 
the agency to provide its views on a reg¬ 
ulatory matter pending before the 
agency is not an advisory committee. 

<iv> A consulting Arm hired by the 
agency to provide advice regarding a 
matter is not an advisory committee. 

♦ An advisory committee which is 
utilised by the agency is subject to the 
requirements of this subpart even though 
it was not established by the agency. In 
general, a committee is ••utilized" by the 
agency when the agency requests advice 
or recommendations from the committee 
on n specific matter in order to obtain an 
independent review and consideration of 
the matter, and not when the agency is 
merely reeking the comments of all In¬ 
terested persons or of persons who have 
a specific interest in the matter involved. 

<1> A committee formed by an inde¬ 
pendent scientific or technical organiza¬ 
tion is utilized by the agency if the 
agency requests the advice of that com¬ 
mittee rather than of the parent orga¬ 
nization, or if the circumstances show 
that the advice given is that of the com¬ 
mittee and not of the parent organiza¬ 
tion, A committee formed by an inde¬ 
pendent scientific or technical organiza¬ 
tion is not utilized by the agency if the 
agency requests advice of the organiza¬ 
tion rather than of a committee and if 
the r< commendations of any committee 
formed in response to the agency’s re¬ 
quest for advice arc subject to substan¬ 
tial independent policy and factual re¬ 
view by the governing body of the par¬ 
ent organization. 

<li> A committee is not utilized by the 
agency if it provides only data and in¬ 
formation, as contrasted with advice or 
opinions or recommendations. 

(ill* The Pood and Drug Administra¬ 
tion is charged with seeking out the views 
of all segments of the public on enforce¬ 
ment of the laws administered by the 
,^JUttissloner. The fact that a group of 
individuals or a committee meets regu- 
ny with the agency, e.g., a monthly 
eeting with consumer representatives, 
no * make that group or committee 
an ftdvi&ory committee. Thus, the pro- 
of this subpart are not appli- 
ca c to routine meettngs, discussions, 
other dealings, including exchanges 
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of views, between the agency and any 
committee representing or advocating 
the particular interests of consumers. In¬ 
dustry, professional organizations, or 
others. 

(7) The inclusion of one or two agency 
consultants who are special government 
employees on an internal agency com¬ 
mittee does not make that committee 
an advisory committee. 

<8) A Public Board of Inquiry estab¬ 
lished under Subpart C of this Part or 
other similar group convened by agree¬ 
ment between the parties to a regula¬ 
tory proceeding pending before the Pood 
and Drug Administration, to review and 
prepare an initial decision on the issue 
in lieu of a formal evidentiary public 
hearing, is acting as an administrative 
law tribunal and is not an advisory 
committee. 

<9) An open public conference or meet¬ 
ing conducted pursuant to 9 2.15(b) is 
not an advisory committee meeting. 

(ci The provisions of this subpart ap¬ 
ply only when a committee convenes to 
conduct committee business. 8ite visits, 
social gatherings, informal discussions 
by telephone or during meals or while 
traveling or at other professional func¬ 
tions, or other similar activities do not 
constitute a meeting. 

<d> An advisory committee which is 
utilized but not established by the Pood 
and Drug Administration shall be sub¬ 
ject to the provisions of this subpart only 
to the extent of such utilization, and not 
with respect to any pther activities of 
such committee. 

<e) Any conference or meeting between 
an employee of the Pood and Drug Ad¬ 
ministration and a committee or group 
which is not an advisory committee shall 
be subject to the provisions of i 2.15 or 
other provisions specifically applicable 
to such committee or group, e.g.. Sub¬ 
part C of this Part for a Public Board of 
Inquiry. 

(f) The provisions of this subpart 
shall apply to all Food and Drug Ad¬ 
ministration advisory committees, ex¬ 
cept to the extent that specific stautory 
requirements provide otherwise for a par¬ 
ticular committee, e.g., the Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPRSSC* and 
the Board of Tea Experts. 

§ 2.101 Kftlnhliikltnirnl and renewal of 
public* atl%i»ar\ commit tee*. 

(a) A public advisory committee may 
be established or renewed whenever it 
is necessary or appropriate for such an 
advisory committee to hold a public 
hearing and to review and make recom¬ 
mendations on any matter pending be¬ 
fore the Pood and Drug Administration. 
Before an advisory committee is estab¬ 
lished or renewed it shall first be ap¬ 
proved by the Department pursuant to 
45 CFR Part 11 and the Office of Man¬ 
agement and Budget pursuant to duly 
promulgated procedures, 

<b) Upon the establishment or renew¬ 
al of an advisory committee, the Com¬ 
missioner shall issue in the Federal 
Register a notice certifying that the 
establishment or renewal of the advisory 
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committee is in the public interest and 
stating the structure, function, and pur¬ 
poses of the advisory committee and. if 
it is a standing advisory committee, shall 
amend $ 2.340 to add H to the list of 
standing advisory committees. The no¬ 
tice shall be published in the Federal 
Register at least 15 days prior to the 
filing of the advisory committee charter 
pursuant to paragraph <c> of this sec¬ 
tion. 

<c> No advisory committee shall meet 
or take any action until its charter is 
prepared and filed as required by section 
9(0 of the Federal Advisory Committee 
Act. Tills requirement shall be met by an 
advisory' committee utilized by the Food 
and Drug Administration, even though 
it Is not established by the agency, prior 
to such utilization. 

<d> An advisory committee not re¬ 
quired by law will be established or uti¬ 
lized only if it is in the public Interest 
and only if its functions could not rea¬ 
sonably be performed by other existing 
advisory committees or by the Food and 
Drug Administration directly. 

(e> An advisory committee shall: 

< 1) Have a dearly defined purpose. 

<2> Have a membership that is bal¬ 
anced fairly In terms of the points of view- 
represented in light of the functions to be 
performed. Although proportional rep¬ 
resentation is not required, there shall 
be no discrimination on the basis of 
race, color, national origin, religion, age. 
or sex in the selection of advisory com¬ 
mittee members. 

<3> Be constituted and utilized pro¬ 
cedures designed to assure that its ad¬ 
vice and recommendations are not inap¬ 
propriately influenced by any special 
interest or by the Food and Drug Admin¬ 
istration, and are the result of the ad¬ 
visory committee’s independent Judg¬ 
ment. 

(4) Have an adequate staff. The Com¬ 
missioner shall designate an executive 
secretary and alternate for every advi¬ 
sory committee, who shall be employees 
of the Food and Drug Administration. 
The executive secretary shall be respon¬ 
sible for all staff support for the ad¬ 
visory committee unless other agency 
employees arc specifically designated for 
this function with respect to particular 
advisory committees. 

(5) Whenever feasible. Include repre¬ 
sentatives of the public interest. 

§ 2.302 Termination of public sdvU»n 
committer*. 

(a) A standing advisory committee 
shall be terminated when It is no longer 
needed and in any event shall termi¬ 
nate not later than 2 years following its 
date of establishment unless it is re¬ 
newed for an additional 2-year period. 
An advisory committee may be renewed 
for as many 2-year periods as the public 
Interest requires. The requirements for 
establishment of an advisory committee 
pursuant to $ 2.301 shall also apply to 
renewal of an advisory committee. 

(b) Upon termination of any advi¬ 
sory committee the Commissioner shall 
Issue in the Federal Register a notice 
announcing the termination and the 
reasons therefor and, IX it is a standing 
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advisory committee, amending 8 2.340 to 
delete it from the list of standing advi¬ 
sory committees. 

(c> The Technical Electronic Product 
Radiation Safety Standards Committee 
is a permanent statutory advisory com¬ 
mittee established by section 358(f)(1) 
<A> of the Public Health Service Act (42 
U.S C. 263f (f) (1) (A)), as added by the 
Radiation Control for Health and Safety 
Act of 1968. and is not subject to the 
termination and renewal provisions of 
paragraph (a> of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period as 
provided in 12.301(c). 

<d> The Board of Tea Experts is a 
permanent statutory advisory committee 
established by the Tea Importation Act 
(21 U.S.C. 42), and is not subject to the 
termination and renewal provisions of 
paragraph (a) of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period 
as provided in 8 2.301(c)* 

(e) Color additive advisory commit¬ 
tees are required to be established under 
the circumstances specified in section 
706(b)(5) (C) and (D) of the act. A 
color additive advisory committee is 
subject to the termination and renewal 
requirements of the Federal Advisory 
Committee Act and of this subpart. 

§ 2,303 Purpose of proceeding!! before a 
public ndvinory committee. 

(a) An advisory committee shall be 
utilized to conduct public hearings on 
matters of importance that come before 
the Food and Drug Administration, to 
review the issues involved, and to pro¬ 
vide advice and recommendations to the 
Commissioner on such matters. 

<b> The Commissioner shall have sole 
discretion with respect to action to be 
taken and policy to be expressed on any 
matter considered by an advisory com¬ 
mittee. 

g 2.301 Portion* of public advUory com¬ 
mitter meeting*. 

An advisory committee meeting shall 
have the following separable portions: 

(a> The open public hearing. Every 
advisory committee meeting shall in¬ 
clude an open portion which shall con¬ 
stitute a public hearing during which 
any interested person may present data, 
information, or views, orally or in writ¬ 
ing. relevant to the advisory commit¬ 
tee's agenda or other work. 8uch hear¬ 
ing shall be conducted in accordance 
with 8 2.312. 

(b> The open committee discussion. 
An advisory committee shall discuss any 
matter pending before it in an open por¬ 
tion of its meeting unless the meeting 
has been closed with respect to that mat¬ 
ter pursuant to 8 2.318. To the maximum 
extent feasible, consistent with the policy 
expressed in f 2.318, an advisory com¬ 
mittee shall conduct its discussion of 
pending matters in an open portion. No 
public participation U permissible during 
this portion of the meeting except with 
the consent of the chairman of the ad¬ 
visory committee. 
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(c) The closed presentation of data. 
Data and information which are pro¬ 
hibited from public disclosure pursuant 
to the provisions of Part 4 of this chap¬ 
ter and the regulations referenced 
therein shall be presented to the ad¬ 
visory committee in a closed portion of 
its meeting. If such data and informa¬ 
tion are presented in the form of a sum¬ 
mary which is not prohibited from public 
disclosure, such presentation shall not be 
made In a closed portion of its meeting. 

(d> The closed committee delibera¬ 
tions. Deliberations with respect to mat¬ 
ters pending before an advisory commit¬ 
tee may be made in a closed portion of 
Us meeting upon an appropriate deter¬ 
mination by the Commissioner pursuant 
to 8 2.318. 

§ 2.303 Notice of public hearing before 
a public achUory committee. 

(a> Before the first day of each month, 
and at least 15 days before any meeting 
so announced, the Commissioner shall 
publish a notice In the Federal Register 
containing information on all advisory 
committee meetings to be held during 
the subsequent month. Any advisory 
committee meetings for that month 
called subsequent to the publication of 
the general monthly notice shall be an¬ 
nounced in the Federal Register on an 
individual basis at least 15 days in ad¬ 
vance. The Commissioner may authorize 
an exception to the notice requirements 
of this section in an emergency or for 
other reasons requiring an immediate 
meeting of an advisory committee, in 
which case public notice shall be given 
at the earliest time and in the most ac¬ 
cessible form feasible including, when¬ 
ever possible, publication in the Federal 
Register. 

(b) The Federal Register notice shall 
include: 

(1) The name of the advisory commit¬ 
tee. 

(2> The date, time, and place of the 
meeting. 

(3) The general function of the ad¬ 
visory committee. 

(4) A list of all agenda items, showing 
whether each will be discussed in an 
open or closed portion of the meeting. 

<5> If any portion of the meeting Is 
closed, a statement of the time of the 
open and closed portions. 

(6) The nature of the subjects to be 
discussed during, and the reasons for 
closing, any closed portion of the meet¬ 
ing. 

(7) The time specifically set aside for 
oral statements by interested persons 
and for other public participation. 

(8» The name, address, and telephone 
number of the advisory committee exec¬ 
utive secretary and any other agency 
employee designated as responsible for 
the administrative support for the ad¬ 
visory committee. 

(9) A statement that written submis¬ 
sions may be made to the advisory com¬ 
mittee at any time. Such submissions 
shall be made pursuant to 8 2.311(0. 

(10) Where a notice is published in 
the Federal Register less than 15 days 


before a meeting, an explanation for the 
lateness of the notice. 

(c> If a public hearing before a public 
advisory committee is being used In lieu 
of a formal evidentiary public hearing 
as provided In 8 2.300(a) (3). an initial 
notice of hearing shall be published sep¬ 
arately in the Federal Register contain¬ 
ing all the information described in { 2 - 
117(e). Such a separate notice may also 
be published in the Federal Register 
with respect to any other public hearing 
before a public advisory committee when 
the Commissioner concludes, in his dis¬ 
cretion. that it would be informative to 
the public. 

(d) A list of public advisory commit¬ 
tee meetings shall be distributed to the 
press by the Assistant Commissioner for 
Public Affairs. 

(e> All public advisory committee 
meetings shall be included on the public 
calendar described in 8 2.21(a). 

§ 2.306 Chairman of a ptiblir adviMiry 
committee. 

(a) The advisory committee chairman 
shall have the authority to conduct 
hearings and meetings, including the au¬ 
thority to adjourn any hearing or meet¬ 
ing whenever he determines adjourn¬ 
ment to be in the public interest, to dis¬ 
continue discussion of a particular mat¬ 
ter. to conclude the open portion of a 
meeting, or to take any other action in 
furtherance of a fair and expeditious 
hearing or meeting. 

(b> If the chairman is not a full-time 
employee of the Food and Drug Admin¬ 
istration, the executive secretary of the 
advisory committee or other designated 
agency employee, or his alternate, shall 
be the designated Federal employee who 
Is assigned to the advisory committee 
The designated Federal employee is also 
authorized to adjourn any hearing or 
meeting whenever he determines 
adjournment to be in the public interest 

§ 2.307 Meeting* of n public adtiMtr* 
committee. 

(a) No advisory committee may con¬ 
duct a meeting except at the call or with 
the advance approval of, and with an 
agenda approved by, the designated Fed¬ 
eral employee or his alternate. No such 
meeting shall be held In the absence of 
such designated Federal employee. 

( 1) If any matter is added to the agen¬ 
da after its publication in the Federal 
Register pursuant to 8 2.303(b)(4), an 
attempt shall be made to so inform any 
person known to be interested in such 
matter, .and the addition of such matter 
shall be announced at the beginning of 
the open portion of the meeting. 

(2) The advisory committee meeting 
shall be conducted in accordance with the 
approved final agenda Insofar as is prac¬ 
tical. 

(b> Advisory committee meetings shall 
be held at places that are reasonably 
accessible to members of the public. An 
advisory committee meetings shall bo 
held In Washington. DC. or Rockville. 
MD, or the immediate vicinity, unless 
the Commissioner receives a written re¬ 
quest from the advisory committee tor, 
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and approves, a different location. A dif¬ 
ferent location may be approved when 
one or more of the following applies: 

(1) The total cost of the meeting to 
the government will be reduced. 

(2) A substantial number of the advi¬ 
sory committee members will be at the 
location at no expense to the Food and 
Drug Administration for other reasons, 
e g., for a meeting of a professional asso¬ 
ciation. 

(3) It is a central location which is 
more readily accessible to advisory com¬ 
mittee members. 

<4) There is a need for increased par¬ 
ticipation available at that location. 

(5) The advisory committee wishes to 
review work or facilities in a specific lo¬ 
cation. 

<c> Advisory committee members may. 
with the approval of the Food and Drug 
Administration, conduct onsite visits 
relevant to the work of the advisory com¬ 
mittee. 

<d) A quorum for an advisory com¬ 
mittee shall be a majority of the current 
voting members of the advisory com¬ 
mittee, except as provided in I 2.352(c) 
for TEPItSSC. Any matter before the ad¬ 
visory committee shall be decided by a 
majority vote of the voting members 
present at the time, except that the des¬ 
ignated Federal official may require that 
any final report be voted upon by all 
current voting members of the advisory 
committee. Any current voting member 
of the advisory committee may file a sep¬ 
arate report with additional or minority 
views. 

<c> Subject to availability of space, 
any interested person may attend any 
portion of any advisory committee meet¬ 
ing which is not closed. 

<f) Whenever feasible, meetings shall 
be held in government facilities or other 
facilities involving the least expense to 
the public. The size of the meeting room 
shall be reasonable, considering such fac¬ 
tors as the size of the advisory commit¬ 
tee. the number of members of the pub¬ 
lic who could be expected to attend a 
particular meeting, the number of per¬ 
sons who attended or sought to attend 
similar meetings in the past, and the re¬ 
sources and facilities available. 

(g> Any portion of a meeting shall be 
closed by the advisory committee chair¬ 
man when matters which have been de¬ 
termined by the Commissioner to be 
closed in accordance with $ 2.318 arc to 
be discussed. Where a portion of the 
meeting is closed, the closed portion shall 
be held after the conclusion of the open 
Portion whenever practicable. 

<h> Any advisory committee member 
may take notes during advisory commit- 
h* meetings and report and discuss ad¬ 
visory committee deliberations after a 
meeting is completed and before official 
minutes or a report are available, within 
such rules and regulations as are adopted 
by the Food and Drug Administration 
and by the advisory committee with the 
concurrence of the Food and Drug Ad¬ 
ministration. including all of the 
following: 
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(1) There shall be no attribution of 
individual views expressed in a closed 
session or revealing of numerical votes. 

(2) There shall be no reporting or 
discussion with respect * any particular 
matter where the advisory committee or 
the Food and Drug Administration spe¬ 
cifically so directs. e.g., where delibera¬ 
tions are incomplete or involve a sensi¬ 
tive regulatory decision which requires 
preparation for implementation. 

(3) There shall be no reporting or dis¬ 
cussion with respect to data or informa¬ 
tion prohibited from public disclosure 
pursuant to 2 2.316. 

(4) Any notes or minutes kept or re¬ 
port prepared by any advisory commit¬ 
tee member shall have no status or effect 
whatever unless adopted as or incorpo¬ 
rated into the official minutes or report 
by the advisory committee. It shall be 
the responsibility of each advisory com¬ 
mittee member to make certain that the 
official minutes and reports are complete 
and accurate and fully reflect what hap¬ 
pened at any meeting he attended. 

| 2.308 ConMiltation by a ptihlir ad%a- 
Miry commit I rr with other penum*. 

<a> An advisory committee may con¬ 
sult with any person who may have data, 
information, or views relevant to any 
matter pending before the advisory 
committee. 

<b) Any interested person may submit 
to the advisory committee a written re¬ 
quest that it consult with specific persons 
who may have data, information, or 
views relevant to any matter pending 
before the advisory committee. Such re¬ 
quest shall state why the specified person 
should be consulted and why the views 
of that person cannot reasonably be fur¬ 
nished to the advisory committee by any 
other means. The advisory committee 
may. in its discretion, grant or deny such 
a request. 

§ 2.309 Additional rate* for a particular 
public advitKxrv committor. 

(a) In addition to the rules established 
for all Food and Drug Administration ad¬ 
visory committees in this subpart, any 
advisory committee may, with the con¬ 
currence of the designated Federal of¬ 
ficial, adopt additional rules which are 
not Inconsistent with this subpart or with 
applicable legal requirements. 

(b> Such additional rules shall be in¬ 
cluded in the minutes of the meeting 
when adopted and In the materials com¬ 
piled pursuant to 12.310 and shall be 
available for public disclosure pursuant 
to 5 2.317(c). 

§2.310 Compilation of material!* for 
member* of a public advisory com¬ 
mitter. 

Tlie Commissioner shall prepare and 
provide to all advisory committee mem¬ 
bers a compilation of materials bearing 
upon an advisory committee member s 
duties and responsibilities, including: 

(a) All applicable conflict of inter¬ 
est laws and regulations and a summary 
of their principal provisions. 

(b) All applicable laws and regula¬ 
tions relating to trade secrets and con- 
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fidentlal commercial or financial Infor¬ 
mation that may not be disclosed pub¬ 
licly and a summary of their principal 
provisions. 

(c) All applicable laws, regulations, 
and guidelines relating to the subject 
matter covered by the advisory commit¬ 
tee and a summary of their principal 
provisions. 

<d> All applicable laws, regulations, 
advisoiy committee charters. Federal 
Register notices, curricula vitae, rules 
adopted by the advisory committee, and 
other material relating to the formation, 
composition, and operation of the advi¬ 
sory committee, and a summary of their 
principal provisions. 

<©> Instructions on whom to contact 
when any questions arise. 

(f) Such other material relating to the 
Food and Drug Administration and the 
subject matter covered by the commit¬ 
tee as may facilitate the work of the 
advisory committee. 

§ 2.311 Wrillr ii lu a public 

achiiory committee. 

(a) Ten copies of all written submis¬ 
sions for an advisory committee shall be 
sent to the executive secretory of the ad¬ 
visory committee, unless an applicable 
Federal Register notice or other regula¬ 
tions in this chapter specify otherwise. 
All such submissions shall be subject to 
the provisions of I 2.5. except that no 
copies need be sent to the Hearing Clerk. 

< b; At the request of an advisory com¬ 
mittee. or on his own initiative, the Com¬ 
missioner may at any lime issue in the 
Federal Register a notice requesting the 
submission to the advisory committee of 
written data, information, and views per¬ 
tinent to any matter being reviewed by 
an advisory committee. Such notice may 
specify the format in which the submis¬ 
sion shall be made, the number of copies 
to be submitted, and the time within 
which submission shall be made. 

cc) Any interested person may submit 
to an advisory committee written data, 
information, or views on any matter be¬ 
ing reviewed by that advisory commit¬ 
tee. Voluminous data shall be accom¬ 
panied by a summary. 

(1) Any such submission shall be dis¬ 
tributed to each advisory committee 
member, either by mail or at the next 
advisory committee meeting, and shall 
be considered by the advisory committee 
in Its review of the matter. 

(2) An advisory committee may estab¬ 
lish. and shall give public notice of, a 
cut-off date after which submissions re¬ 
lating to any matter shall no longer be 
received or considered. 

(d) The Commissioner shall provide 
to an advisory committee all data and 
Information he concludes to be relevant 
to any matter being reviewed by the ad¬ 
visory committee. Any member of the 
advisory committee shall, upon request, 
also be provided any additional material 
available to the Food and Drug Admin¬ 
istration which he believes appropriate 
for an independent Judgment on the 
matter, e.g.. raw' data underlying any 
summary or report, or a briefing on the 
legal aspects of the matter. 
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§ 2.312 Conduct ol n public hearing be¬ 
fore a public advborj committee. 

(a) For each advisory committee 
meeting, the open portion for public 
participation which constitutes a public 
hearing pursuant to ft 2.30(a) shall be 
at least 1 hour long unless the public par¬ 
ticipation does not last that long, and 
may last for whatever longer time the 
advisory committee chairman determines 
will facilitate the work of the advisory 
committee. The Federal Register no¬ 
tice published pursuant to ft 2.303 shall 
designate the time specifically reserved 
for such public hearing, which shall 
ordinarily be the first portion of the 
meeting. Further public participation in 
any open portion of the meeting pur¬ 
suant to ft 2.304(b) shall be solely at the 
discretion of the advisory committee 
chairman. 

(b) Any interested person who wishes 
to be assured of the right to make an 
oral presentation at a particular advis¬ 
ory committee hearing shall so inform 
the executive secretary of the advisory 
committee or other designated agency 
employee, orally or in writing, prior to 
the advisory committee meeting. 

<1> Such person shall state the gen¬ 
eral nature of the presentation and the 
approximate time requested. Whenever 
possible, all written data and Informa¬ 
tion to be discussed by that person at 
the advisory committee hearing shall be 
furnished in advance to the executive 
secretary or other designated agency em¬ 
ployee. Such written material shall be 
mailed to the advisory committee mem¬ 
bers In advance of the committee meet¬ 
ing if time permits, and otherwise will 
be distributed to the advisory committee 
members when they arrive for the meet¬ 
ing. Such mailing or distribution shall 
be undertaken only by the agency unless 
the agency specifically permits the per¬ 
son making the presentation to mail or 
distribute such material. 

(2) Prior to the advisory committee 
hearing, the executive secretary or other 
designated agency employee shall deter¬ 
mine the amount of time allocated to 
each person for his oral presentation 
and the time that oral presentation is 
scheduled to begin. Each such person 
shall be so Informed in writing, or if the 
time prior to the hearing Is short, by 
telephone. Joint presentations may be 
required by persons with common in¬ 
terests. 

(c) The chairman of the advisory com¬ 
mittee shall preside at the hearing pur¬ 
suant to ft 2.306 and shall be accom¬ 
panied by other advisory committee 
members who shall serve as a panel in 
conducting the hearing. 

(d) Each person may use his allotted 
time In whatever way he wishes, consist¬ 
ent with a reasonable and orderly hear¬ 
ing. A person may be accompanied by any 
number of additional persons, and may 
present any written data, information, 
or views for Inclusion in the record of the 
hearing, subject to the requirements of 
ft 2.311 <c). 

(e) If a person Is not present at the 
time specified for his presentation, the 
persons following will appear In order. 
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An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any interested persons attend¬ 
ing the hearing who did not request an 
opportunity to make an oral presentation 
shall be given an opportunity to make an 
oral presentation at the conclusion of the 
hearing, in the discretion of the chair¬ 
man of the advisory* committee, to the 
extent that time permits. 

(f) The chairman and other members 
of the advisory committee may question 
any person during or at the conclusion 
of his presentation. No other person at¬ 
tending the hearing may question a per¬ 
son making a presentation. The chair¬ 
man may allot additional time to any 
person when he concludes that it Ls in 
the public interest, but may not reduce 
the time allotted for any person without 
his consent . 

(g) Public participants may question 
an advisory committee member only with 
that advisory committee member’s per¬ 
mission and only about matters before 
the advisory committee. 

(h) The hearing shall be Informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections relat¬ 
ing to the admissibility of data, informa¬ 
tion, and views shall be made or con¬ 
sidered, but other participants may 
comment upon or rebut all such data. 
Information, and views. No participant 
may interrupt the presentation of an¬ 
other participant at any hearing for any 
reason. 

§ 2.313 Minute* am! report* of public 
advisory committee meeting*. 

(a) The executive secretary or other 
designated agency employee shall pre¬ 
pare detailed minutes of all advisory 
committee meetings, except that less de¬ 
tailed minutes may be prepared for open 
portions of meetings which are tran¬ 
scribed or recorded by the agency. Their 
accuracy shall be approved by the advi¬ 
sory committee and certified by the advi¬ 
sory committee chairman. Such approval 
and certification may be accomplished by 
mail and by telephone. 

<b) The minutes shall include: 

(1) The time and place of the meet¬ 
ing. 

(2) The advisory committee members, 
committee staff, and agency employees 
present, and the names and affiliations 
or interests of public participants in the 
meeting. 

(3) A copy of or reference to all w*rit- 
ten information made available for con¬ 
sideration by the advisory committee at 
such proceedings. 

(4) A complete and accurate descrip¬ 
tion of matters discussed and conclusions 
reached. Such description shall be kept 
separately for the following portions of 
the meeting to facilitate their pubiicrdis- 
closure: The open portions specified in 
ft 2.304 (a) and (b), any closed portion 
during which a presentation Is made pur¬ 
suant to 12.304(c). and any closed de¬ 
liberative portion pursuant to ft 2.304(d), 
The minutes of a closed deliberative por¬ 
tion of a meeting shall not refer to ad¬ 
visory committee members by name, ex¬ 
cept upon their request, or to data or 
Information described in ft 2.316(b), Any 


such Inadvertent references which do 
occur shall be deleted prior to public dis¬ 
closure. 

(6) A copy of or reference to all re¬ 
ports received, Issued, or approved by the 
advisory committee. 

(6> The extent to which the meeting 
was open and closed to the public. 

(7) The extent of public participation. 
Including a list of members of the public 
who presented oral or written statements 

(C) For all advisory committee meet¬ 
ings any portion of which is closed, ei¬ 
ther (1) the minutes of the closed por¬ 
tion shall be available for public dis¬ 
closure pursuant to ft 2.316(a) (6) (1>. or 
(2' if pursuant to ft 2.316(a) (6> (ID such 
minutes are not promptly available, the 
executive secretary or other designated 
agency employee shall prepare a brief 
summary of the matters considered in 
such manner as is informative to the 
public, consistent with the policy of 5 
U.S.C. 522(b). 

(d) Where a significant portion of the 
meetings of an advisory committee is 
closed, the advisory committee shall is¬ 
sue a report at least annually setting 
forth a summary of its activities and 
such related matters as would be infor¬ 
mative to the public consistent with the 
policy of 5 U.8.C. 552(b). Such report 
shall be a compilation of or be prepared 
from the Individual reports on closed 
portions of meetings prepared pursuant 
to paragraph (c) of this section. 

(e) The executive secretary of each 
advisory committee or other designated 
agency employee shall, with the approval 
of tlie advisory committee, prepare an 
annual report describing its membership, 
functions, recommendations, and other 
actions. 

§ 2.314 Trantcripl* of public jidvborv 
committer meeting*. 

(a) A transcript or recording is not 
required for any portion of an advisory 
committee meeting. 

ib> Each advisory committee shall 
decide whether any portion or all of its 
meetings shall be transcribed or re¬ 
corded and. If so. by what means. Any 
such transcription or recording shall be 
arranged by the agency. 

(c) If a transcript or recording of on 
open portion of an advisory committee 
meeting is made by the Food and Drug 
Administration, or is made by any in¬ 
terested person and is submitted to the 
Food and Drug Administration, it shall 
be included in the record of the advisory 
committee proceedings. 

fd> If a transcript or recording of any 
closed portion of an advisory* committee 
meeting Is made by the Food and Drug 
Administration, it shall not be Included 
in the administrative record of the ad¬ 
visory committee proceedings. Any such 
transcript or recording shall be retained 
as confidential by the Food and Drug 
Administration and shall not be dis¬ 
carded or erased. The chairman of the 
advisory committee may. in his discre¬ 
tion. permit discussion without tran¬ 
scription or recording during any closed 
portion of an advisory committee meet¬ 
ing that is otherwise being transcribed or 
recorded. 
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<e) Any transcript or recording of an 
advisory committee meeting or portion 
thereof which Is publicly available pur¬ 
suant to this section shall be available 
at actual cost of duplication, which 
shall be. where applicable, the fees es¬ 
tablished In i 4.42 of this chapter. The 
Food and Drug Administration may fur¬ 
nish the requested transcript or record¬ 
ing for copying to a private contractor 
who shall charge directly for the cost of 
copying pursuant to 5 4.51 of this chap¬ 
ter. 

<f> Any person attending any open 
portion of an advisory committee meet¬ 
ing may. consistent with the orderly con¬ 
duct of the meeting, record or otherwise 
take his own transcript of the meeting. 
No person attending any closed portion 
of any advisory committee meeting may 
record or otherwise take his own tran¬ 
script of the meeting, except for an offi¬ 
cial transcript or recording arranged by 
the Food and Drug Administration. 

§2.315 Aclmiimtmtivi" retort! of n pub¬ 
lic hearing before a public ad\i»ory 
committee. 

(a) Advice or recommendations of an 
advisory committee shall be given only 
on matters covered In the administrative 
record of the advisory committee’s pro¬ 
ceedings. Except as specified otherwise in 
regulations in this chapter, such admin¬ 
istrative record shall consist of all of the 
following: 

(1) Any transcript or recording that 
was made of any open portion of a meet¬ 
ing relating to the matter. 

(2) The minutes of all portions of all 
advisory committee meetings relating to 
the matter, after any deletions pursuant 
to 8 2.313(b)(4). 

(3) All written submissions made to 
and data and information considered by 
the advisory committee relating to the 

matter. 

(4) All reports made by the advisory’ 
committee relating to the matter. 

(b) The record of the administrative 
proceeding shall be closed at the time the 
advisory committee renders its advice or 
recommendations or at any earlier time 
specified by the advisory committee or 
in other sections in this chapter. 

§2.316 Examination of adiiiini»trutivc 
record mid otbrr advisory committee 
record*. 

<a) The administrative record and 
other advisory committee records shall 
be available for public disclosure pursu¬ 
ant to the provisions of Part 4 of this 
chapter, except as provided in paragraph 
<b) of this section, at the following time: 

<1) The written information made 
available for consideration by the ad¬ 
visory committee at any meeting, at the 
same time. 

(2) The transcript or recording o! any 
open portion of a meeting, as soon xis 
it is available. 

The minutes of any open portion 
oi a meeting, after they have been ap- 
by the advisory committee and 
certified by the advisory committee 
chairman. 


<4> The brief summary of any closed 
portion of a meeting prepared pursuant 
to $ 2.313(c), as soon as it is available. 

(5) All written data, information, or 
views submitted to the advisory commit¬ 
tee at any open portion of a meeting, as 
soon as they are so submitted. 

(6) The minutes or portions thereof 
of any closed executive portion of a 
meeting: 

(i) For any matter not directed to be 
maintained as confidential pursuant to 
§ 2.307(h) (2), after they have been ap¬ 
proved by the advisory committee and 
certified by the advisory committee 
chairman. 

(ii) For any matter directed to be 
maintained as confidential purusant to 
§ 2.307(h)(2), after the advice or report 
of the advisory committee relevant to 
those minutes or portions thereof is 
acted upon by the Commissioner, or 
upon a determination by the Commis¬ 
sioner that such minutes or portions 
thereof may be made available for pub¬ 
lic disclosure without undue interfer¬ 
ence with agency or advisory committee 
operations. 

(7) Any formal advice or report of the 
advisory committee, after it has been 
acted upon, l.e., approved, disapproved, 
or rejected as inadequate, by the Com¬ 
missioner. or upon a determination by 
the Commissioner that such formal ad¬ 
vice or report may be made available for 
public disclosure without undue interfer¬ 
ence with agency and/or advisory com¬ 
mittee operations. Such formal advice 
or report may be retained as confiden¬ 
tial while it Is under active advisement. 

(8) Any other advisory committee rec¬ 
ords relating to the matter involved, ex¬ 
cept transcripts and recordings of closed 
portions of advisory committee meetings, 
after the advice or report of the advisory 
committee relevent to those records Is 
acted upon by the Commissioner, or upon 
a determination by the Commissioner 
that such records may be mode available 
for public disclosure without undue in¬ 
terference with agency or advisory com¬ 
mittee operations. 

(b) The following data and informa¬ 
tion contained in the administrative rec¬ 
ord shall not be available for public ex¬ 
amination or copying except as provided 
in t 2.117(g): 

(1) Material provided to the advisory 
committee by the Food and Drug Admin¬ 
istration which is exempt from public 
disclosure pursuant to the provisions of 
Pan 4 of this chapter and the regula¬ 
tions referenced therein. 

(2) Material provided to the advisory 
committee by a person making a pres¬ 
entation described In $ 2.304(c) and 
which is prohibited from public disclo¬ 
sure pursuant to the provisions of Part 
4 of this chapter and the regulations ref¬ 
erenced therein. 

<c) The Public Records and Docu¬ 
ments Center shall maintain a file for 
each advisory committee containing the 
following principal records of that ad¬ 
visory committee for ready access by the 
public: The advisory committee charter, 
a list of advisory committee members 


and their curricula vitae, the minutes of 
advisory committee meetings, and any 
formal advice or report of the advisory 
committee. 

§ 2.317 Public inquiries and rrqurM* for 
public adviftory'Coniiniltrc record*. 

(a) Public inquiries on general advi¬ 
sory committee matters, except requests 
for records, shall be directed to: Com¬ 
mittee Management Officer (HFS-20), 
Office of the Associate Commissioner for 
Science. Food and Drug Administration. 
5600 Fishers Lane. Rockville, MD 20852. 

(b> Public inquiries on matters re¬ 
lating to a specific advisory committee, 
except requests for records, shall be di¬ 
rected to the executive secretary of the 
advisory committee or other designated 
agency employee as listed in the Federal 
Register notices published pursuant to 
5 2.303. 

(c) All requests for public advisory 
committee records, including minutes, 
shall be made to the Food and Drug Ad¬ 
ministration Public Records and Docu¬ 
ments Center pursuant to i 4.40 and the 
related provisions of Part 4 of this 
chapter. 

§ 2.318 Determination to r!o*r portion* 
of puhlie advisory committee meet¬ 
ing** 

(a) No advisory committee meeting 
shall be entirely closed. A portion of an 
advisory committee meeting may be 
closed only pursuant to a determination 
made in writing by the Commissioner, 
stating the reasons therefor, in accord¬ 
ance with this section. 

(b) The executive secretary of an ad¬ 
visory committee or other designated 
agency employee shall prepare the initial 
request for a determination to close a 
portion of an advisory committee meet¬ 
ing. specifying the matter(s) to be dis¬ 
cussed during the closed portion and the 
reasons why the portion should be closed. 
The Commissioner, based upon this re¬ 
quest and with the concurrence of the 
Chief Counsel, shall determine whether 
to close a portion of an advisory commit¬ 
tee meeting. Such a determination may 
be made with respect to a single meeting 
or. where appropriate, a series of meet¬ 
ings. The reasons for closing a portion 
of a meeting shall be made in the Fed¬ 
eral Register notice of the meeting pub¬ 
lished pursuant to f 2.305 In accordance 
with the following rules: 

(1) Any determination to close a por¬ 
tion of a meeting shall restrict such 
closing to the shortest possible time con¬ 
sistent with the policy established in this 
section. 

(2) Portions of meetings devoted to the 
review^, discussion, evaluation, or rank¬ 
ing of grant applications, contract pro¬ 
posals. or performance by grantees and 
contractors shall be closed. 

(3) Portions of meetings during which 
matters are considered that are prohib¬ 
ited from public disclosure pursuant to 
the provisions of Part 4 of this chapter 
and the regulations reference therein 
shall be closed. 
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<4i Portions of meetings during which 
matters are considered that are exempt 
from public disclosure pursuant to 5 
U.S.C. 552»b> may be closed if the Com¬ 
missioner determines that: 

It involves discussion of existing 
documents falling within 5 U.S.C. 552 
<b> (li through <4) and (6> through 
or matters that, if in writing, would 
fall within 5 UB.C. 552(b) <1) through 
(4) and (6) through <9). 

ill) It involves discussion of existing 
documents falling wtthin 5 U.S.C. 552 
<b> (5> and 9 4.62 of this chapter (Inter¬ 
agency or intragency memoranda or let¬ 
ters which would not be available by law 
to a party other than an agency in litiga¬ 
tion with the agency) or matters that, if 
in w r riting. would fall within 5 U.S.C. 552 
(b>(5> and § 4 62 of this chapter, and 
it Is essential to close such portion of such 
meeting to protect the free exchange of 
internal views and to avoid undue inter¬ 
ference with agency or advisory commit¬ 
tee operations. 

<5> Examples of portions of advisory 
committee meetings which ordinarily 
may be closed Include the review, discus¬ 
sion. and evaluation of specific investiga¬ 
tional or marketed drugs and devices 
which are intended to result in recom¬ 
mendations for regulatory decisions 
under the laws administered by the Com¬ 
missioner. deliberative sessions to formu¬ 
late advice and recommendations to the 
agency, review of confidential data and 
information, consideration of matters In¬ 
volving investigatory files compiled for 
law enforcement purposes, and review of 
matters Involving personal privacy. 

(6> Examples of advisory committee 
meetings which ordinarily shall not be 
closed include the review, discussion, and 
evaluation of general prccllnical and 
clinical test protocols and procedures for 
a class of drugs or devices, consideration 
of labeling requirements for a class of 
marketed drugs and devices, review of 
data and information on specific investi¬ 
gational or marketed drugs and devices 
which have previously been made public, 
and presentation of any other data or in¬ 
formation which is not exempt from pub¬ 
lic disclosure pursuant to the provisions 
of Part 4 of this chapter and the regula¬ 
tions referenced therein. 

(7) No portion of an advisory com¬ 
mittee meeting devoted to matters other 
than those designated in paragraph 0>) 

(I) through (4) of this section may be 
closed, and no portion of a meeting of 
the Technical Electronic Product Radia¬ 
tion Safety Standards Committee may 
be closed, except in accordance with 
I 2.354. 

(8) A matter which is properly con¬ 
sidered in an open portion of an advisory 
committee meeting may instead be con¬ 
sidered in a closed portion only If it is so 
inextricably intertwined with matters to 
be discussed in a closed portion that it is 
not feasible to separate them or discus¬ 
sion of the matter in an open portion 
would compromise or impinge upon the 
matters to be discussed in the closed por¬ 
tion. 

(c) A closed portion of an advisory 
committee meeting shall be attended only 


by advisory committee members and Fed¬ 
eral Government Executive Branch em¬ 
ployees and consultants, except as pro¬ 
vided in 9 2.304(c) for presentation of 
data and information which are pro¬ 
hibited from public disclosure pursuant 
to the provisions of Part 4 of this chapter 
and the regulations referenced therein. 
Any person making a presentation de¬ 
scribed in § 2.304(c) may be accompanied 
by a reasonable number of employees, 
consultants, or other persons with whom 
he has a commercial arrangement within 
the meaning of § 4.81(a) of this chapter. 
II any person other than an advisory 
committee member or a Federal Govern¬ 
ment Executive Branch employee or spe¬ 
cial government employee or a person 
making a presentation described in 
9 2.304(c) attends a portion of an ad¬ 
visory committee meeting, that portion 
shall be open to attendance by any in¬ 
terested person. 

§ 2.319 Ailminiitlralhr rrnjrdirn. 

Any person who alleges noncomphance 
by the Commissioner or on advisory com¬ 
mittee with any provision of this subpart 
or the Federal Advisory Committee Act 
may pursue the following administrative 
remedies. 

(a) If the person objects to any action. 
Including a failure to act. other than de¬ 
nial of access to an advisory committee 
document* he shall submit a petition in 
the form and pursuant to the require¬ 
ments specified in 9 2.7. The provisions of 
9 2.11 relating to exhaustion of adminis¬ 
trative remedies shall be applicable. 

(1) If the person objects to past ac¬ 
tion. the petition shall be submitted 
within 30 days after the action objected 
to. If the Commissioner determines that 
there was noncompliance with any pro¬ 
vision of this subpart or of the Federal 
Advisory Committee Act* he shall grant 
any appropriate relief and shall take ap¬ 
propriate steps to prevent its recurrence 
in the future. 

(2) If the person objects to proposed 
future action, the Commissioner shall ex¬ 
pedite his review of the petition and 
shall make a reasonable effort to render 
a decision prior to the action which is 
the subject of the petition. 

(3) If the person objects to action that 
is imminent or is occurring and which 
could not reasonably have been antici¬ 
pated in advance. e.g., the closing of a 
portion of a meeting which is made 
known for the first time on the day of 
the meeting, the matter may be handled 
by an oral petition in lieu of a written 
petition. 

<b> If the person objects to a denial 
of access to an advisory committee docu¬ 
ment. administrative review ahAll be pur¬ 
sued in accordance with the procedures 
established by the Department of Health. 
Education, and Welfare under 45 CFR 
5.82. 

§ 2.320 Applicability to Con grew. 

The provisions of this subpart shall 
apply to Congress, individual members 
of Congress, and other employees or rep¬ 
resentatives of Congress, in the same way 
that they apply to any other member of 


the public, except that disclosure of ad¬ 
visory committee records to Congress 
shall be governed by the provisions of 
9 4.87 of this chapter. 

8 2.321 Commiltrc» working pursuant to 

a contract *ith the Food and Drug 

Vdftiini*tralMMi. 

(a) The Food and l)rug Administra¬ 
tion may enter into contracts with inde¬ 
pendent scientific or technical organiza¬ 
tions to obtain advice and recommenda¬ 
tions on particular matters, and such 
organizations may in turn undertake 
such work through existing or new com¬ 
mittees. Whether a particular committee 
working pursuant to such a. contract 
is a public advisory committee and thus 
subject to all of the provisions of the 
Federal Advisory Committee Act and this 
subpart will depend upon application of 
the criteria and principles established in 

9 2.300(b). 

(b) The following minimum standards 
shall apply to any committee of an Inde¬ 
pendent scientific or technical organiza¬ 
tion which is working pursuant to a con¬ 
tract initially executed with the Food 
and Drug Administration subsequent to 
July 1, 1975, but which is determined 
not to be a public advisory committee 

(1) The committee shall give public 
notice of its meetings and agenda, and 
shall provide any interested person an 
opportunity to submit data, information, 
and view’s* In writing at any time, and 
orally at specified times, relevant to the 
matter which is the subject of the con¬ 
tract. Such notice may be published in 
the Federal Register or disseminated by 
any other reasonable means, and shall 
in any event be filed with the Hearing 
Clerk not less than 15 days before the 
meeting. The length of time permitted 
for oral presentations and the extent to 
which the committee meets in open ses¬ 
sion other than for such oral presen w- 
tlons is in the discretion of the com¬ 
mittee. 

(2) Minutes of all open session ^ shall 
be maintained, to which shall be attached 
all written submissions made to the com¬ 
mittee in open session. After approval, 
such minutes shall be forwarded to the 
Hearing Clerk and placed on public dis¬ 
play. The extent to which the committee 
maintains minutes of closed session*; is 
at the discretion of the committee. 

(3) In selecting the members of the 
Committee, the organization Involved 
shall apply the same principles relating 
to conflicts of interest as the Food and 
Drug Administration docs in establishing 
a public advisory committee. Such prin¬ 
ciples are set out or cross-referenced in 
this subpart and in Subpart G of this 
Part. Upon request, the Food and Drug 
Administration will assist or provide 
guidance to any such organization in 
meeting this requirement. 

§ 2.322 Application of nntfcan<«*r 

rlauacft. 

Whenever the Commissioner concludes 
that it Is appropriate U> obtain an in¬ 
dependent review of any scientific issue 
involving application of the anticancer 
clauses in section 409(c)(3)(A). 512 <d 
(1) (H). or 706(b)(5)(B) of the act. in- 
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eluding whether a substance has been 
found to Induce cancer when ingested by 
man or animal, and whether a substance 
has been found, after appropriate tests 
other than ingestion, to induce cancer in 
man or animal, he shall ordinarily refer 
such matter to the Toxicology Advisory 
Committee which shall hold a public 
hearing and provide advice and recom¬ 
mendations to the Commissioner on such 
matter, except as specifically required 
bv the provisions of section 706<b)<5> 
(C) of the act and l 2.363(a> (2) relating 
to color additives. 

Members or Public Advisory Committee 

§ 2.330 Qualification* for member* of 
standing policy urn! technical ntl\i- 
►or> committee*. 

<a> Members of policy advisory com¬ 
mittees. which advise the Commissioner 
on broad and general matters, shall pos¬ 
sess the following qualifications: 

(1) Policy advisory committee mem¬ 
bers shall possess diverse interests, edu¬ 
cation, training, and experience. Tech¬ 
nical expertise in the subject matter with 
which the advisory committee is involved 
shall not be a requirement. 

(2) Policy advisory committee mem¬ 
bers are special government employees 
and subject to the conflict of Interest 
laws and regulations. The Commissioner 
has determined that, because members 
representing particular interests, e.g.. a 
representative of labor, industry, con¬ 
sumers, or agriculture, are Included on 
advisory committees specifically for the 
purpose of representing such interests, 
any financial Interest covered by 18 
U.8.C. 208(a) in the class which the 
member represents is irrelevant to the 
services which the government expects 
from tlicm and thus la hereby exempted 
pursuant to 18 U.S.C. 208(b) as too re¬ 
mote and Inconsequential to affect the 
integrity of their services. 

(3) All members of policy advisory 
committees shall be voting members. 

(b) Members of technical advisory 
committees, which advise on specific reg¬ 
ulatory issues, shall possess the follow¬ 
ing qualifications: 

(1) Voting members of technical advi¬ 
sory committees: 

(1) Shall possess expertise in the par¬ 
ticular subject matter with which the 
committee Is concerned. Members shall 
have diverse professional education, 
training, and experience so that the com¬ 
mittee will reflect a balanced composition 
of sufficient scientific expertise to handle 
the problems that come before it. 

<li) Are special government employees, 
subject to the conflict of interest laws 
and regulations. 

(2) The Commissioner may, in his dis¬ 
cretion, provide for nonvoting members 
of a technical advisory committee to 
Rene as representatives of and liaison 
with interested organisations. Nonvot¬ 
ing members of technical advisory’ com¬ 
mittees: 

<i> Shall be selected by the interested 
organizations, as provided in §2.332. 
Technical expertise in the subject matter 
with which the advisory committee Is in¬ 
volved shall not be a requirement. 
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01) Are special government employees 
subject to the conflict of Interest laws 
and regulations, except as provided in 
{ 2.332(e). 

(c) No person may serve as a voting 
or nonvoting member on more than one 
Food and Drug Administration advisory 
committee unless the Commissioner de¬ 
termines in writing that such dual mem¬ 
bership will facilitate the work of the 
committees involved and is in the public 
interest. 

(d) Members of Food and Drug Ad¬ 
ministration advisory committees and 
the chairman thereof shall be appointed 
from among those nominated pursuant 
to {{ 2.331 and 2.333 and from any other 
sources by the Secretary, the Assistant 
Secretary for Health, or the Commis¬ 
sioner. pursuant to duly promulgated 
procedures and delegations of authority. 

<e) Members appointed to an advisory 
committee shall continue to serve for the 
duration of the advisory committee, or 
until their terms of appointment ex¬ 
pire, they resign, or are removed from 
membership by the Commissioner. 

(f) An advisory committee member 
may be removed from membership by 
the Commissioner for good cause. Good 
cause shall include excessive unjustified 
absenteeism from advisory committee 
meetings, a demonstrated bias which in¬ 
terferes with the ability to render objec¬ 
tive advice, failure to abide by the pro¬ 
cedures established in this subpart, or 
violation of other applicable rules and 
regulations, e.g.. for non voting members, 
the provisions of {2.333(c). 

§ 2.331 Nomination* of voting members 
of fttanding advisor; committee*. 

(a> The Commissioner shall publish 
one or more notices in the Federal Reg¬ 
ister each year requesting nominations 
for voting members of all existing stand¬ 
ing advisory committees. Each such 
notice shall list separately the standing 
advisory committees covered by the no¬ 
tice in which it Is known that vacancies 
will occur during the next 12 months 
and in which vacancies are not expected 
but may occur. The notice shall invite 
the submission of nominations for voting 
members for any vacancies from any 
interested individual as well as from 
consumer, industry, and professional or¬ 
ganizations for the advisory committees 
listed. 

(b) The notice published in the Fed¬ 
eral Register announcing the estab¬ 
lishment of a new standing advisory 
committee pursuant to {2.301(b) shall 
invite the submission of nominations for 
voting members for such advisory com¬ 
mittee. 

(c) Any interested person may nomi¬ 
nate one or more qualified persons as 
a member of a particular advisory com¬ 
mittee. Nominations shall specify the 
advisory committee for which the nomi¬ 
nee is recommended. A complete cur¬ 
riculum vitae of the nominee shall be 
included. Nominations shall state that 
the nominee Is aware of the nomination. 
Is willing to serve as a member of the 
advisory committee, and appears to have 
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no conflict of interest which would pre¬ 
clude committee membership. 

<d> Voting members of standing tech¬ 
nical advisory committees shall serve as 
Individuals and not as representatives 
of any group or organization which nom¬ 
inated them or with which they may be 
affiliated. 

§ 2.332 Nomination* ami M-lrclion of 
nonvoting member* of itandiog 
t<-el mica I ailvUory committee*. 

(a) The provisions of this section shall 
apply whenever the Commissioner con¬ 
cludes. in his discretion, that a standing 
technical advisory committee should in¬ 
clude nonvoting members in order to 
represent and serve as a liaison with in¬ 
terested individuals and organizations. 

<b> Except where the Commissioner 
determines otherwise, non-voting mem¬ 
bers of a standing technical advisory 
committee shall be limited to one mem¬ 
ber selected by consumer groups and 
organizations and one person selected 
by industry groups and organizations. 

(c) With respect to any nonvoting 
member representing consumer inter¬ 
ests, the Commissioner shall publish a 
notice in the Federal Register request¬ 
ing nominations for each specific stand¬ 
ing technical advisory committee for 
which he has determined that nonvoting 
members are appropriate. 

(1) A period of 60 days shall be per¬ 
mitted for submission of such nomina¬ 
tions for that particular advisory com¬ 
mittee. Any interested person may nomi¬ 
nate one or more qualified persons as 
a nonvoting member of a particular ad¬ 
visory committee to represent consumer 
interests. Interested persons may, in ad¬ 
dition, nominate one or more qualified 
persons for general consideration as a 
nonvoting member of any advisory com¬ 
mittee to represent consumer interests. 
All nominations shall be submitted in 
writing to Director. Office of Consumer 
Programs (HFG-1), Office of Assistant 
Commissioner for Professional and Con¬ 
sumer Programs. Food and Drug Admin¬ 
istration. Rm. 15B-41, 5600 Fishers Lane, 
Rockville. MD 20852. 

(2) A complete curriculum vitae of 
any nominee shall be included. Nomina¬ 
tions shall state that the nominee is 
aware of the nomination, is willing to 
serve as a member of an advisory com¬ 
mittee. and appears to have no conflict 
of interest. If a nominee is interested 
only In a particular advisory committee, 
the nomination 6hail so state. If a 
nominee is interested in becoming a 
member of any advisory committee, the 
nomination shall so state. Nominations 
which do not comply with the require¬ 
ments of this paragraph shall not be 
considered. 

(3) The Director, Office of Consumer 
Affairs, shall compile a list of organiza¬ 
tions representing consumers or other¬ 
wise involved In consumer affairs, who 
shall be entitled to vote upon the 
nominees. Any organization which qual¬ 
ifies as a consumer organization may be 
included on such list upon request. 

(4) After the time for nominations 
has expired, the curriculum vitae for 
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each of the nominees shall be sent to 
each of the organizations on the list 
compiled pursuant to paragraph (c> (3) 
of this section and to any other person 
submitting a nomination, together with 
a ballot to be filled out and returned 
within 30 days. After the time for return 
of the ballots has expired, the ballots 
shall be counted and the nominee who 
has received the highest number of votes 
shall be selected os the nonvotlng mem¬ 
ber representing consumer Interests for 
that particular advisory committee. In 
the event of a tie. the Commissioner 
shall select the winner by lot from 
among those tied for the highest number 
of votes. 

<d» With respect to any nonvoting 
member representing industry Interests, 
the Co mm issioner shall issue in the 
Federal Register, for each specific 
standing technical advisory committee 
for which he has determined that non¬ 
voting members are appropriate, a no¬ 
tice requesting that any industry orga¬ 
nization interested in participating in 
the selection of on appropriate non- 
voting member representing industry in¬ 
terests send a letter stating that in¬ 
terest to the Food and Drug Adminis¬ 
tration employee designated in the no¬ 
tice within 30 days. After the time for 
such expression of interest lias expired, 
a letter shall be sent to each organiza¬ 
tion which has expressed such an inter¬ 
est. attaching a complete list of all such 
organizations, and stating that it is 
their responsibility to consult with each 
other in selecting a single nonvoting 
member representing Industry Interests 
for that particular advisory committee 
within 60 days after receipt of the letter. 
If no such individual is so selected within 
that period of time, the Commissioner 
shall select the nonvotlng member rep¬ 
resenting industry interests to serve on 
that advisory committee. 

<e> The Commissioner has determined 
that, because nonvoting members repre¬ 
senting consumer and Industry interests 
are included on advisory committees spe¬ 
cifically for the purpose of representing 
such interests and have no vote, any 
financial interest covered by 18 U.8.C. 
208(a) in the class which the member 
represents is irrelevant to the services 
which the government expects from 
them and thus Is hereby exempted pur¬ 
suant to 18 U.S.C. 208(b) as too remote 
and inconsequential to affect the in¬ 
tegrity of their services. 

§ 2.333 Higlils and rc*pon*ibiltl»c» of 
nonvoling member* of adviaor? com¬ 
mittee*. 

<a> A nonvotlng member of an advi¬ 
sory committee selected to represent and 
serve os a liaison with interested individ¬ 
uals. associations, and organizations, 
shall have the same rights as any other 
advisory committee member except that: 

(1) A nonvoting member shall not 
vote on any matter before the advisory 
committee except such procedural mat¬ 
ters as additional rules adopted pursuant 
to } 2.309(a), approval of minutes pur¬ 
suant to | 2.313(a), decisions relating to 
^transcripts pursuant to 9 2.314(b). and 
future meeting dates. 


(2) A nonvoting member shall not 
have access to data and Information that 
constitute a trade secret or confidential 
commercial or financial information as 
defined in 9 4.61 of tills chapter. 

(b> A nonvotlng member of an advi¬ 
sory committee is subject to, and shall 
abide by. all rules and regulations 
adopted by the Food and Drug Adminis¬ 
tration and the advisory committee. 

<c) It is the responsibility of the non- 
voting consumer and industry members 
of an advisory committee to represent 
the consumer and industry interests in 
ail deliberations. 

< 1) A nonvoting member does not rep¬ 
resent any particular organization or 
group, but rather represents all inter¬ 
ested persons within the class which he is 
selected to represent. Accordingly, any 
interested person within the class rep¬ 
resented by that nonvotlng member shall 
have access to all written statements or 
oral briefings related to the committee 
prepared by the nonvoting member for 
distribution to any person outside the 
advisory committee. 

(2> The nonvoting member shall re¬ 
view all official advisory committee min¬ 
utes to assure their completeness and ac¬ 
curacy. 

(3) The nonvotlng member shall act as 
a lia&ion and conduit between the advi¬ 
sory committee and the interested per¬ 
sons whom he represents, and shall 
transmit requests for information from 
the committee and relevant data, in¬ 
formation, and views to the committee. 
He shall take the initiative in contact¬ 
ing interested persons whom he repre¬ 
sents, to seek out relevant data, informa¬ 
tion. and views, and to relate the progress 
of the advisory committee. 

<4) A nonvotlng industry member 
shall represent all members of the indus¬ 
try, and not any particular association, 
company, product, or ingredient. Jf a 
matter comes before the committee that 
directly or indirectly affects the com¬ 
pany which employs the nonvoting in¬ 
dustry member, he shall so inform the 
committee but need not absent himself 
during the discussion or decline to par¬ 
ticipate in the discussion. A nonvoting 
Industry member shall not discuss his 
company's position as such, but may dis¬ 
cuss any matter in general terms. All 
presentations and discussions of scien¬ 
tific data and their interpretation on be¬ 
half of a company shall occur in open 
session, except as provided in 9 2.305(c). 

(5) A nonvotlng member of an advi¬ 
sory committee shall not make any pres¬ 
entation to that advisory committee dur¬ 
ing a hearing conducted by that advisory 
committee. 

(6) Although a nonvoting member is 
serving in a representative capacity, he 
shall exercise restraint in performing his 
functions and shall not engage in un¬ 
seemly advocacy or attempt to exert un¬ 
due Influence over the other members of 
the committee. 

<d) A non voting member of an advi¬ 
sory committee may be removed by the 
Commissioner for failure to comply with 
the provisions of this section as well as 
5 2.330(f). 


§ 2.33 i Ad lior advisory co mini lire 
lurmbrra. 

In selecting members of an ad hoc ad¬ 
visory committee, the Commissioner may 
utilize the procedures established in 
99 2.331 and 2.332 or any other procedure 
he concludes to be appropriate under 
the circumstances. 

§ 2.333 Compensation of public udti- 
M»ry committee members. 

(a> All voting and nonvoting advisory 
committee members shall (1) be ap¬ 
pointed as special government employ¬ 
ees, except for members of the Technical 
Electronic Product Radiation Safety 
Standards Committee, and (2> receive 
a consultant fee and be reimbursed for 
their travel expenses, including per diem 
in lieu of subsistence, unless such com¬ 
pensation and reimbursement is waived. 

<b) An advisory committee member, 
notwithstanding his primary residence, 
while in attendance at meetings of the 
full committee, or of a subcommittee, 
will be paid whether the meetings are 
held in the Washington. DC area or 
elsewhere. 

<c> An advisory committee member 
who participates in any agency-directed 
assignment will be paid at an hourly rate 
when he performs his work at his home, 
place of business, or in a Food and Drug 
Administration facility located within 
ills commuting area, and at a dally rate 
when he is required to travel outside of 
his commuting area to perform his as¬ 
signment. An advisory committee mem¬ 
ber will not be paid for time spent on 
normal preparation for a committee 
meeting. 

(1> An agency-directed assignment 
which meets the following criteria: 

(1) An activity which requires under¬ 
taking a definitive study. The activity 
must produce a tangible end product 
usually a written report Examples are 
(a) an analysis of the risks and benefits 
of the use of a class of drugs or a report 
on a specific problem generated by an 
IND or NDA; (5) the performance of 
similar investigations or analysis of 
complex Industry submissions to support 
advisory committee deliberations other 
than normal meeting preparation; (c> 
the preparation of a statistical analysis 
leading to an estimate of lexicologically 
safe dose levels: and ( d ) the design or 
analysis of animal studies of toxicity, 
mutagenicity, teratogenicity, or car¬ 
cinogenicity. 

(ii) The performance of on IND or 
NDA review or similar review. 

(2) An advisory committee member 
who undertakes a special assignment, 
the end product of which does not rep¬ 
resent the end product of the advisory 
committee, but rather of his own assign¬ 
ment, can be compensated. Should such 
preparatory work by advisory committee 
members collectively result in an end 
product of the advisory committee, this 
is to be considered normal meeting prep¬ 
aration and advisory committee mem¬ 
bers are not to be compensated for this 
work. 

(d) Salary while in travel status is 
authorized when an advisory committee 
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member has his ordinary pursuits Inter¬ 
rupted for the substantial portion of an 
additional day beyond the day or days 
on which he performs services, and as 
a ronsequence he sustains a loss in his 
regular compensation. This applies on 
weekends and holidays if the special 
govt'mment employee suffers a loss In 
income he would otherwise earn on that 
day For travel purposes, a substantial 
ix>rtlon of a day is defined as 50 percent 
of the working day. and the traveler will 
be paid at a daily rate. 

Standing Advisory Committees 

§2.310 lilt of landing mlvUor? com¬ 
mittee*. 

Tlie following standing advisory com¬ 
mittees have been established for the 
Food and Drug Administration. 

<a> Office of the Commissioner —(1) 
Board of Tea Experts. (l> Dote estab¬ 
lished: March 2. 1897 

<ili Function: Advises on establish¬ 
ment of uniform standards of purity, 
quality, and fitness for consumption of 
uQ tea imported into the United States 
pursuant to 21 U.S.C. 42, 

<2> National Advisory Food and Drug 
Committee . (i> Date established: Novem¬ 
ber 15. 1974. 

(11) Function: Reviews and evaluates 
agency programs and advises on policy 
matters of national significance as they 
relate to the statutory mission of the 
Food and Drug Administration in the 
areas of foods, drugs, cosmetics, medical 
devices, biological products, and elec¬ 
tronic products. views and makes rec¬ 
ommendations on applications for 
grants-in-ald for research projects rele¬ 
vant to the mission of the Food and Drug 
Administration as required by law. 

*3» Toxicology Advisory Committee. 
(1) Date established: December 9. 1974. 

(lii Function: Reviews and evaluates 
available data relating to the evaluation 
of the safety of chemicals present in 
foods, drugs, cosmetics, and medical de¬ 
vices. Advises on the safety of specific 
human drugs, animal drugs, color and 
food additives, cosmetic components, and 
components of devices. Recommends the 
development of standardized methodolo¬ 
gies for the toxicity testing of such ma¬ 
terials. 

(b* Bureau of Biologies. (1) Advisory 
review panels for biological products, and 
dates established. (1) Bacterial Vaccines 
and Bacterial Antigens Panel. Estab¬ 
lished December 22.1972. 

*ii' Bacterial Vaccines and Toxoids 
Panel Established April 16. 1973. 

<iii> Viral Vaccines and Rickettsial 
Vaccines Panel. Established April 16. 
1973. 

Mv> Skin Test Antigens Panel Estab¬ 
lished August 24. 1973. 

*v Allergenic Extracts Panel Estab¬ 
lished August 24,1973. 

fvli Blood and Blood Derivatives 
Panel. Established August 24. 1973. 

<2> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of biological products. 

(c> Bureau of Drugs —(1) Anti-lnfcc- 
tivc Agents Advisory Committee. <1> Date 
established: August 30, 1967. 
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(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use In in¬ 
fectious diseases. 

(2> Arthritis Advisory Committee. (I) 
Date established: April 5, 1974. 

<li> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in ar¬ 
thritic conditions. 

<3> Biometric and Epidemiological 
Methodology Advisory Committee, (i> 
Date established: March 7. 1968. 

<il> Function: Reviews and evaluates 
scientific studies and data with respect 
to. and otherwise advises the Commis¬ 
sioner on. epidemiological and biomet¬ 
rical methodology. 

<4) Cardiovascular and Renal Ad- 
rtsory Committee. <i> Date established: 
August 27. 1970. 

(tt> Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and Investiga¬ 
tional prescription drugs for use in 
cardiovascular and renal disorders. 

<5> Controlled Substances Advisory 
Committee. <i) Dote established: Sep¬ 
tember 27.1973. 

<U> Function: Advises the Commis¬ 
sioner regarding the scientific and medi¬ 
cal evaluation of all information 
gathered by the Department of Justice 
and the Department of Health. Educa¬ 
tion. and Welfare with regard to safety, 
effectiveness, and abuse potential of 
drugs or other substances classified as 
stimulants, sedatives, hypnotics, or 
analgesics, and recommends actions to 
be taken with regard to control of such 
substances. 

<6> Dental Drug Products Advisory 
Committee. (U Date established: June 6. 
1972. 

Ui) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use In the 
practice of dentistry. 

<7) FDA SID A Drug Abuse. Research 
Advisory Committee. It) Date estab¬ 
lished. March 9. 1967. 

(ii) Function: Advises the Food and 
Drug Administration on action to be 
taken with respect to investigational use 
of substances with abuse potential. Ad¬ 
vises the National Institute on Drug 
Abuse on supplies of substances for 
clinical studies and on quantities of sub¬ 
stances for afiimal and in vitro studies. 
Advises FDA and NIDA on development 
of broad outlines for studies of sub¬ 
stances with abuse potential and on new 
methods and tests in animals and man 
by which the dependence liability of in¬ 
vestigational drugs may be estimated. 

(8» Endocrinology and Metabolism 
Advisory Committee, (i) Date estab¬ 
lished: August 27.1970. 

(Hi Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in en¬ 
docrine and metabolic disorders. 

(9) Gastrointestinal Drugs Advisory 
Comynittce. (i) Date established: 
Jan Wiry 3.1974. 


23021 

<ii> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in gas¬ 
trointestinal diseases. 

(10) Neurologic Drugs Advisory Com¬ 
mittee. <i> Date established: June 4. 
1974. 

Ui) Function: Reviews and evaluates 
available data concerning safety and ef- 
fectivenes of marketed and Investiga¬ 
tional prescription drugs for use in 
neurologic disease. 

(11) Obstetrics and Gynecology Ad - 
visory Committee. (1) Date established 
August 31, 1965. 

(it) Function: Reviews and evaluates 
available data concerning safoty ^nd ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of obstetrics and gynecology. 

(12) Oncologic Drugs Advisory Com¬ 
mittee. (i) Date established: October 24. 
1973. 

Ui) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
treatment of cancer. 

(13) Ophthalmic Drugs Advisory Com¬ 
mittee. (i) Date established: September 
20. 1971. 

(tt) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in dis¬ 
eases and disorders of the eye. 

(14) Psychopharmacological Agents 
Advisory Committee. U) Date estab¬ 
lished: June 4.1974. 

(il> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of psychiatry and related fields. 

(15) Pulmonary-Allergy and Clinical 
Immunology Advisory Committee. (I) 
Date established: February 17, 1972. 

Ui) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use In the 
treatment of pulmonary disease and 
diseases with ailegerlc and/or immuno¬ 
logic mechanisms. 

(16) Radioactive Pharmaceuticals Ad¬ 
visory Committee, (i) Date established: 
August 30. 1967. 

UI) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of nuclear medicine. 

(17) Respiratory and Anesthetic 
Drugs Advisory Committee . (!) Date es¬ 
tablished: March 23.1966. 

Ui) Function: Review's and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
field of anethesiology. 

(18) Surgical Drugs Advisory Com¬ 
mittee. (i) Date established: September 
14, 1971. 

<ii> Function: Reviews and evaluates 
available data concerning safety and 
effectiveness of marketed and Investiga¬ 
tional prescription drugs for use in the 
field of surgery. 
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(19) Advisory review panels for over- 
the-counter (OTC) drugs. (1) Dates es¬ 
tablished. 

(a) Antimicrobial Panel. Established 
March 16.1972 

«t» Internal Analgesic Panel. Estab¬ 
lished August 31,1972. 

(c) Cold , Cough, Allergy, Bronchodi - 
to (or. and Antiasthmatic Panel. Estab¬ 
lished September 19.1972. 

id) Sedative, Tranquilizer, and Sleep 
Aid Panel. Established September 19, 

1972. 

<e) Laxative, Antidiarrheal. Antiemet¬ 
ic. and Emetic Panel . Established De¬ 
cember 27.1972. 

(/) Topical Analgesic Panel . Estab¬ 
lished December 27.1972. 

(g) Dentifrice and Dental Care Panel. 
Established December 27,1972. 

(A) Hemorrhoidal Panel. Established 
April 16,1973. 

( i ) Ophthalmic Panel. Established 
April 16,1973. 

if) Contraceptive and Other Vaginal 
Drug Products Panel . Established June 
27.1973. 

<*) Oral Cavity Panel. Established 
July 16,1973. 

(1) Antiperspirant Panel. Established 
July 16.1973. 

tm) Miscellaneous Internal Drug 
Products Panel. Established July 16, 

1973. 

(n) Miscellaneous External Drug 
Products Panel . Established July 16,1973. 

<o> Vitamin, Mineral, and Hematinic 
Panel. Established July 16.1973. 

<ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of nonprescription drug 
products. 

<d> Bureau of Medical Devices and 
Diagnostic Products, cl) Advisory review 
panels for medical devices, and dates es¬ 
tablished. 

(1) Cardiovascular Panel. Established 
March 22.1972. 

(11) Orthopaedic Panel. Established 
April 25.1972. 

(ill) Diagnostic Products Advisory 
Committee. Established August 9. 1972. 

(iv) Dental Panel. Established Octo¬ 
ber 3,1972. 

(v) Anesthesiology Panel. Established 
October 3,1972. 

<v1> Gastroenterology and Urological 
Panel. Established April 16.1973. 

(vli) Obstetrical and Gynecological 
Panel Established April 16,1973. 

(viii) Radiology Panel Established 
October 15.1973. 

cix) Neurology Panel Established 
October 15.1973. 

<x) General Hospital Panel. Estab¬ 
lished October 15,1973. 

<xi) Physiatry Panel. Established 
October 15,1973. 

(xii) General and Plastic Surgery 
Panel. Established October 15, 1973. 

(xlii) Ear. Nose . and Throat Panel. 
Established October 15.1973. 

<xlv) Ophthalmic Panel Established 
October 15.1973. 

(2) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of devices currently in use 
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and makes recommendations for their 
regulation. 

(e) Bureau of Radiological Health — 
(1) Medical Radiation Advisory Com¬ 
mittee. (1) Date established: October 31, 
1963. 

(U) Function: Advises on the formu¬ 
lation of policy and development of a 
coordinated program related to the ap¬ 
plication of ionizing radiation in the 
healing arts. 

(2) Technical Electronic Product 
Radiation Safety Standards Committee. 
(i> Date established: October 18. 1968. 

(ii) Function: Advises on technical 
feasibility, reasonableness, and practica¬ 
bility of performance standards for elec¬ 
tronic products to control the emission 
of radiation pursuant to 42 U.S.C. 263 
(f)(1)(A). 

(3) Radiation Bio-Effects and Epi¬ 
demiology Advisory Committee, (i) Date 
established: October 21, 1971. 

(ii) Function: Advises on the total re¬ 
search program of laboratory and epi¬ 
demiological studies of biological effects 
and health implications of exposure to 
radiation. 

<f> National Center for Toxicological 
Research. Science Advisory Board. (1) 
Date established: June 2, 1973. 

(2) Function: Advises on establish¬ 
ment an implementation of-a research 
program that will assist the Commis¬ 
sioner of Food and Drugs and the Ad¬ 
ministrator, Environmental Protection 
Agency, in fulfilling their regulatory 
responsibilities. 

Technical Electronic Products Radia¬ 
tion Safety Standards Committee 

g 2.350 K*lnhlUlinirnt of ihc Technical 
Electronic Product Radiation Safety 
Standards Committee (TEPRSSC). 

The Technical Electronic Product 
Radiation Standards Committee (TEP 
RSSC), consisting of 15 members, is 
established pursuant to the Radiation 
Control for Health and Safety Act of 
1968 (42 U.S.C. 263f<f) (l) (A) >. The pur¬ 
pose of TEPRSSC is to provide consulta¬ 
tion with the Commissioner before he 
prescribes any performance standard 
for an electronic product, as required by 
law. 

§ 2.351 Function* of TEPRSSC 

(a> In performing its f unct ion of 
advising the Commissioner, TEPRSSC: 

<1) May propose electronic product 
radiation safety standards to the Com¬ 
missioner for his consideration. 

(2) Shall provide consultation to the 
Commissioner on all performance stand¬ 
ards proposed for consideration under 
42 U.8.C. 263f. 

(3) May make recommendations to the 
Commissioner on any other matters it 
deems necessary or appropriate in ful¬ 
filling the purposes of the act. 

ib) Responsibility for action with re¬ 
spect to performance standards under 42 
U.S.C, 263f rests with the Commissioner, 
after receiving the advice of TEPRSSC. 

§ 2.352 Procedure* of TEPRSSC 

(a) When the Commissioner Is con¬ 
sidering promulgation of a performance 


standard for an electronic product, or 
any amendment of an existing standard, 
he shall, prior to issuance of a proposed 
regulation in the Federal Register, sub¬ 
mit to TEPRSSC the proposed standard 
or amendment under consideration, to¬ 
gether with other relevant information 
to aid TEPRSSC in Its deliberations. 

(b) The agenda and other material to 
be considered at any meeting shall be 
sent to members whenever possible at 
least 2 weeks prior to the meeting. 

(c) Ten members shall constitute a 

quorum, provided at least three members 
from each group specified in 42 U.S.C. 
263f(f>(l)(A> and in 1 2.353(a), Le., 
government, industry, and the public, 
are present. _ 

(d) The chairman of TEPRSSC shall 
ordinarily submit to the Commissioner 
a report of the committee's considera¬ 
tion of any proposed performance stand¬ 
ard for an electronic product within 60 
days after such consideration. If the 
chairman believes that more time is 
needed, he shall so inform the Director 
of the Bureau of Radiological Health In 
writing, in which case an additional 30 
days will be allowed to make the report 

<e> The provisions of H 2.300 through 
2.319 shall be applicable to TEPRSSC 
except where other provisions are spe¬ 
cifically included In 1( 2.350 through 
2.354. 

g 2.353 Mcmkrrsliip of TEPRSSC. 

(a) The members shall be appointed 
by the Commissioner after consultation 
with public and private associations and 
organizations concerned with the tech¬ 
nical aspect of ele ctronic product radia¬ 
tion safety. TEPRSSC shall consist of 
fifteen members, each of whom shall be 
technically qualified by training and ex¬ 
perience in one or more fields of science 
or engineering applicable to electronic 
product radiation safety, a s follows: 

(1) Five members shall be selected 
from government agencies, including 
State and Federal governments. 

(2) Five members shall be selected 
from the affected industries after con¬ 
sultation with industry representatives 

(3) Five members shall be selected 
from the general public, of whom at least 
one shall be a representative of organized 
labor. 

<b) The Commissioner shall appoint ft 
committee member as chairman of 
TEPRSSC. 

(c) Appointments of members shall 
be for a term of 3 years or as specified 
by the Commissioner. 

(1) The chairman shall be appointed 
for a term concu rrent with his term as a 
member of TEPRSSC. If the chairman¬ 
ship becomes vacant without adequate 
notice, the executive secretary may ap¬ 
point a committee member as temporary 
chairman pending appointment of a new 
chairman by the Commissioner. 

(2) Members shall not be reappointed 
for a second consecutive full term. 

(d> A person otherwise qualified for 
membership shall not be eligible for se¬ 
lection as a member of TEPRSSC from 
government agencies or the general pub¬ 
lic if the Commissioner determines that 
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l*e does not meet the requirements of 
the conflict of Interest laws and regula¬ 
tions. 

(e) Retention of membership Is con¬ 
ditioned upon: 

(1) The member's continued status as 
a member of the group from which he 
was selected as specified in paragraph 
(a) of this section. 

(2) The absence of any conflict of in¬ 

terest during the term of membership as 
specified in paragraph (d) of this 
section. _ 

(3) Active participation in TEPRSSC 
activities. 

<f> Appointment os a member of 
TEPRSSC shall be conditioned upon a 
certification from the prospective mem¬ 
ber that he: 

tl) Agrees to the procedures and cri¬ 
teria as specified in this subpart. 

<2> Has no conflict of interest as spec¬ 
ified in paragraph (d) of this section. 

(3) Will notify the executive secretary 
oi TEPRSSC prior to a ny ch ange in his 
representative status on TEPRSSC which 
may be contrary to the conditions of his 
appointment. 

<g) Members of TEPRSSC who are 
not lull-time officers or employees of the 
United States shall, in accordance with 
42 US.C. 210(c). receive compensation 
pursuant to the provisions of 9 2.335. 


§ 2.334 Cnradorl of TEPRSSC rorctinjf*; 
availability of TEPRSSC record*. 


(a) In accordance with 42 U.S.C. 203 
(f)(1)(B), all proceedings of TEPRSSC 
shall be open, except as provided in par¬ 
agraph (b) of this section, and shall be 
recorded, and the record of each such 
proceeding shall be available for public 
inspection* 

(b) The provisions of paragraph <a> 
of tills section with respect to open 
meetings shall not apply where 
TEPRSSC: 

<1) Consider any information which 
contains or relates to a trade secret 6r 
other matter referred to in 18 U5.C. 
1905 and thus in accordance with 42 
CSC. 2631(e) may not be publicly 
disclosed. 

(2) Meets in executive session to for¬ 
mulate and vote on 1U recommendations 
or to consider administrative matters. 


Color Additive Advisory Committees 

> 2.360 EfiitablinJinionl of a color addi¬ 
tive advisory com tui 1 1 rr. 


The Commissioner shall establish a 
color additive advisory committee when¬ 
ever: 


The Commissioner concludes, ix 
hw discretion, that it would be in the pub 
lie interest for a color additive advisor] 
committee to review and make recom 
mendations with respect to the safety oi 
7®* C4jlor additive on which important 
“SUfcfr are pending before the Pood ant 
Uru ® Administration, and for interested 
Persons to present data, information, anc 
lews at an oral public hearing befon 
a color additive advisory committee. 

Person who would be adverselj 
y issuance, amendment, oi 
SS * regulation listing a color ad* 
mthe requests that any issue relating 


to the safety of the color additive arising 
under section 706(b) (SMB) of the act 
because of the color additive's potential 
or actual carcinogenicity and requiring 
the exercise of scientific Judgment be re¬ 
ferred to a color additive advisory com¬ 
mittee. 

(1) The provisions of paragraph (b) 
of Ilia section are inapplicable to any 
issue arising under the transitional pro¬ 
visions in section 203 of the Color Addi¬ 
tive Amendments of 1960 relating to pro¬ 
visional listing of commercially estab¬ 
lished colors. Any color additive advisory 
committee to consider any such matter 
shall be established pursuant to the pro¬ 
visions of paragraph (a) of this section. 

<2) A request for establishment of a 
color additive advisory committee shall 
be pursuant to 9 2.7. The Commissioner 
may deny any such petition if inadequate 
grounds arc stated for establishment of a 
color additive advisory committee. A re¬ 
quest for establishment of a color addi¬ 
tive advisory committee may not rest on 
mere allegations or denials, but must set 
forth specific facts showing there is a 
genuine and substantial issue of fact that 
requires scientific judgment and justifies 
a hearing before a color additive advisory 
committee. When it conclusively appears 
from the request for a color addiuve ad¬ 
visory committee that the matter is pre¬ 
mature or that it does not involve an 
issue arising under section 706(b) <5> (B) 
of the act or there is no genuine and 
substantial issue of fact requiring scien¬ 
tific judgment or for any other reason a 
color additive advisory committee is not 
Justified, the Commissioner may deny the 
estobUslunent of a color additive ad¬ 
visory committee. 

(3) Establishment of a color additive 
advisory committee on the request of an 
interested person shall be conditioned 
upon receipt of the applicable fee spec¬ 
ified in 9 2.364. 

<4) Any person so adversely affected 
may request referral of such a matter to 
a color additive advisory committee at 
any time before, or within 30 days after, 
publication of an order of the Commis¬ 
sioner acting upon a color additive peti¬ 
tion or proposal. 

§ 2.361 Function" of a color additive ad* 
vfeory com mi lire. 

(a> A color additive advisory commit¬ 
tee shall review all available information 
relating to the matter referred to it. In¬ 
cluding all data and information con¬ 
tained in any pertinent color additive 
petition and in Food and Drug Adminis¬ 
tration files. All such data and informa¬ 
tion so reviewed shall be placed on pub¬ 
lic display and available for review at the 
office of the Hearing Clerk. 

(b) The Commissioner shall specify to 
the color additive advisory committee, in 
writing, the issues on which review and 
recommendations are requested. 

(c> The date of the first meeting of a 
color additive advisory committee, fol¬ 
lowing receipt of the administrative rec¬ 
ord by each of the committee members, 
shall be designated as the beginning of 
the period allowed for consideration of 
the matter by the color additive advisory 


committee. Within 60 days after that 
first meeting, unless the time is extended 
as provided in paragraph <d) of this 
section, the chairman of the color addi¬ 
tive advisory committee shall certify to 
the Commissioner the report containing 
the recommendations of the color addi¬ 
tive advisory committee, including any 
minority report. The report shall state 
the recommendations of the color addi¬ 
tive advisory committee and the reasons 
or basis for such recommendations. The 
report shall include copies of all material 
considered by the color additive advisory 
committee in addition to the adminis¬ 
trative record furnished to it. 

<d» IX the chairman concludes that the 
color additive advisory committee needs 
additional time, he shall so inform the 
Commissioner in writing and may certify 
the report of the color additive advisory 
committee to the Commissioner within 
90 days instead of 60 days. 

<e> More than one matter may be han¬ 
dled by a color additive advisory commit¬ 
tee concurrently. 

8 2.362 Procedure* of a color additive 

advisory committee. 

(a) A color additive advisory commit¬ 
tee shall be subject to all the require¬ 
ments of the Federal Advisory Commit¬ 
tee Act and this subpart. 

<b> All interested persons shall have 
a right to consult with the color additive 
advisory committee reviewing a matter, 
and to submit data, information, and 
views to a color additive advisory com¬ 
mittee. in accordance with the proce¬ 
dures established in this subpart. 

§ 2.363 Membership of a color additive 

ad> i*orr ronimiilrc. 

(a) The member of a color additive 
advisory committee shall be selected in 
the following manner: 

U> If a color additive advisory com¬ 
mittee Is established for purposes that do 
not Include review of an issue arising 
under section 706(b) (5> (B) of the act, or 
is established on the initiative of the 
Commissioner, the Commissioner may 
utilize the procedure established In par¬ 
agraph (a)(2) of this section to select 
the members, or may utilize an existing 
standing advisory committee listed in 

9 2.340. or may establish a new advisory 
committee pursuant to the provisions of 
this subpart. Once the Commissioner has 
established a color additive advisory 
committee pursuant ti> this paragraph 
and has referred to It a matter relating 
to a color additive, no interested person 
may subsequently request that an addi¬ 
tional or different color additive advisory 
committee be established to review and 
make recommendations with respect to 
that color additive. 

(2) If the Commissioner establishes a 
color additive advisory committee to re¬ 
view an issue arising under section 706 
(b)(5)(B) of the act on the request of 
an interested person, it shall be estab¬ 
lished pursuant to the following require¬ 
ments. 

(i) Except as provided In paragraph 
(a)(2) Oi) and (ill) of this section, the 
Commissioner shall request the National 
Academy of Sciences to select the mcm- 
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bors of a color additive advisory com¬ 
mittee from among experts qualified in 
the subject matter to be reviewed by the 
committee* and of adequately diversified 
professional backgrounds. The Com¬ 
missioner shall appoint one of the mem¬ 
bers so selected as the chairman. 

(11) If the National Academy of Sci¬ 
ences is unable or refuses to select the 
members of a color additive advisory 
committee, the Commissioner shall se¬ 
lect such members, who shall ordinarily 
be the Toxicology Advisory Committee in 
accordance with 3 2.322. 

ciii) If the Commissioner and the re¬ 
questing party agree, the provisions of 
section 706(b) (6) (D) of the act may be 
waived and the matter may be referred 
to any standing advisory committee 
listed under 3 2.340 or to any advisory 
committee established pursuant to any 
other procedure that is mutually agree¬ 
able. which shall ordinarily be the Toxi¬ 
cology Advisory Committee in accord¬ 
ance with 3 2.322. Once the Commis¬ 
sioner has so established a color additive 
advisory committee and has referred to 
it a matter relating to a color additive, 
no interested person may subsequently 
request that an additional or different 
color additive advisory committee be es¬ 
tablished to review and make recom¬ 
mendations with respect to that color 
additive. 

(b) Members of a color additive ad¬ 
visory committee shall be subject to the 
requirements of the Federal Advisory 
Committee Act and this subpart, except 
that no member of a color additive ad¬ 
visory committee shall by reason of such 
membership alone be a special govern¬ 
ment employee or be subject to the con¬ 
flict of interest laws and regulations. 

§ 2.364 Fees and component ion pertain* 
ana lo a color additive advisory com¬ 
mittee. 

<a> In the event of a referral of any 
matter to a color additive advisory com¬ 
mittee. all costs related thereto, including 
personal compensation of committee 
members, travel, materials, and other 
costs, shall be borne by the person re¬ 
questing the referral, such costs to be 
assessed on the basis of actual cost to 
the government. The compensation of 
such costs shall include personal com¬ 
pensation of color additive advisory com¬ 
mittee members at a rate not to exceed 
$128.80 per member per day. 

(b) In the case of a request for refer¬ 
ral to a color additive advisory commit¬ 
tee. a special advance deposit shall be 
made in the amount of $2,500.00. Where 
required, further advances in increments 
of $2,500.00 each shall be made upon 
request of the Commissioner. All deposits 
for referrals to a color additive advisory 
committee in excess of actual expenses 
shall be refunded to the depositor. 

<c) All deposits and fees required by 
the regulations in this section shall be 
paid by money order, bank draft or cer¬ 
tified check drawn to the order of the 
Food and Drug Administration, collect¬ 
able at par in Washington. DC. All de¬ 
posits and fees shall be forwarded to the 
Associate Commissioner for Adminlstra- 
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Uon. Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20852, 
whereupon after making appropriate 
record thereof they will be transmitted 
to the Treasurer of the United States for 
deposit in the special account "Salaries 
and Expenses, Certification, Inspection, 
and Other Sendees, Food and Drug Ad¬ 
ministration." 

fd) The Commissioner may waive or 
refund such fees in whole or in part 
when. In his Judgment, such action will 
promote the public interest. Any person 
who believes that payment of these 
fees will work a hardship on TUm may 
petition the Commissioner pursuant to 
3 2.7 to waive or refund the fees. 

Public Advisory Committees for 
Human Prescription Drugs 

§ 2.370 FntnblUhmrn! of Mantling trrli* 
taiml public aduwrr committee* for 
human prescription drug*. 

The standing technical advisory com¬ 
mittees for human prescription drugs are 
established to advise the Commissioner: 

(a) Generally on the safety and effec¬ 
tiveness. including the labeling and ad¬ 
vertising. and regulatory control of any 
of the human prescription drugs falling 
within the pharmacologic class covered 
by the advisory committee and on the 
scientific standards appropriate for a 
determination of safety and effectiveness 
in that class of drugs. 

<b> Specifically on any particular mat¬ 
ter involving a human prescription drug 
pending before the Food and Drug Ad¬ 
ministration. including whether the 
available data and information are ade¬ 
quate to support a determination that: 

(1) A particular IND study may pro¬ 
perly be conducted. 

(2) A particular drug meets the 
statutory standard for proof of safety 
and effectiveness necessary for approval 
or continued approval for marketing. 

(3) A particular drug is properly clas¬ 
sified as a new drug, an old drug, or a 
banned drug. 

§ 2.371 Utilization of a public advisory 
committer on the initiative of the 
Food and Drug Administration. 

(a) Any matter involving a human pre¬ 
scription drug under review within the 
agency may. in the discretion of the 
Commissioner, be the subject of a public 
hearing and continuing or periodic re¬ 
view by the appropriate standing tech¬ 
nical advisory committee for human pre¬ 
scription drugs. The Commissioner s de¬ 
terminations with respect to the agenda 
of such an advisory committee shall be 
based upon the priorities of the various 
matters pending before the agency which 
fall within the pharmacologic class cov¬ 
ered by that advisory committee. 

<b> High priority for such hearing and 
review by the appropriate standing tech¬ 
nical advisory committee for human pre¬ 
scription drugs shall be given to the fol¬ 
lowing types of human prescription 
drugs: 

(1) Investigational drugs which arc 
potential therapeutic advances over cur¬ 
rently marketed products from the stand¬ 
point of safety or effectiveness, or which 


pose significant safety hazards, or which 
present narrow benefit-risk considera¬ 
tions requiring a close judgmental de¬ 
cision in regard to approval for market¬ 
ing, or w’hich have a novel delivery sys¬ 
tem or formulation, or which are the 
subject of major scientific or public con¬ 
troversy. or which may be subject to spe¬ 
cial regulatory requirements such as a 
limitation on clinical trials, a patient 
followup requirement, post-marketing 
Phase IV studies, distributional controls, 
or boxed warnings. 

(2> Marketed drugs for which an im¬ 
portant new use has been discovered, or 
which pose newly discovered safety haz¬ 
ards. or which are the subject of major 
scientific or public controversy, or which 
may be subject to important regulatory 
actions such as withdrawal of approval 
for marketing, boxed warnings, distribu¬ 
tional controls, or newly required scien¬ 
tific studies. 

<c) The advisory committee may re¬ 
quest the Commissioner for an oppor¬ 
tunity to hold a public hearing and to 
review any matter Involving a human 
prescription drug which falls within the 
pharmacologic class covered by the ad¬ 
visory committee. The Commissioner 
shall, after consulting with the advisory 
committee on such request, grant or denv 
the request in light of the priorities of 
the other matters pending before the 
advisory committee. Whenever feasible, 
consistent with the other work of the 
advisory committee, such a request shall 
be granted. 

(d) For any drug which meets any of 
the criteria established in paragraph (b) 
of this section, one or more members of 
or consultants to the appropriate ad¬ 
visory committee may be selected for 
more detailed monitoring of the matter 
and consultation with the Food and Drug 
Administration on behalf of the com¬ 
mittee. Such member or consultant may 
be Invited by the agency to attend ap¬ 
propriate meetings and shall assist the 
bureau in any briefing of the committee 
with respect to that matter. 

(e) An advisory committee may obtain 
advice and recommendations from the 
Toxicology Advisory Committee, the Bio¬ 
metric and Epidemiological Methodology 
Advisory Committee, and from such 
other agency advisory committees, con¬ 
sultants and experts as the advisory com¬ 
mittee and the bureau conclude would 
facilitate the w r ork of the advisory com¬ 
mittee. 

(f) Presentation of all relevant data 
and information relating to any such 
matter shall be made in open session 
unless it relates to an IND the existence 
of which has not previously been dis¬ 
closed to the public as defined in i 4 81 
of this chapter or is otherwise prohibited 
from public disclosure pursuant to the 
provisions of Part 4 of this chapter and 
the regulations referenced therein. The 
provisions of II 314.14, 431.71, and 601.51 
of this chapter shall determine whether, 
and the extent to which, relevant data 
and information shall be made available 
for public disclosure, summarized and 
discussed in open session but not other¬ 
wise made available for public disclosure. 
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or not in any way discussed or disclosed 
in open session or otherwise disclosed to 
the public, 

§ 2.372 Advice and recommendation* in 
writing* 

Advice and recommendations given by 
an advisory committee with respect to a 
specific drug or a class of drugs shall 
ordinarily be In the form of a written 
report. Such written report may consist 
of the approved minutes of the meeting 
or a separate written report. Such writ¬ 
ten report shall respond to the specific 
Issues or questions which the Commis¬ 
sioner has addressed to the advisory 
committee, and ahull state the basis of 
the advice and recommendations of the 
advisory committee. 

§ 2.373 I filiation of a public advUorr 
committer at the rri|uo| of an inter¬ 
ested prnon. 

Any interested person may request, 
pursuant to 8 2.7 of this Part, that a spe¬ 
cific matter relating to a particular hu¬ 
man prescription drug be submitted to 
an appropriate advisory committee for 
a hearing and review and recommenda¬ 
tions. Any such request shall demon¬ 
strate the importance of the matter and 
the reasons why it should be submitted 
for a hearing and at that time. The Com¬ 
missioner may. in his discretion, grant 
or deny any such request. 

Subpart E—Public Hearing Before the 
Commissioner 

§ 2.100 Scoof utibpart. 

Subpart E governs the practices and 
procedures applicable whenever: 

(a) The Commissioner concludes, in 
his discretion, that it is in the public 
Interest to permit Interested persons to 
present data, information, and views at 
a public hearing on any particular mat¬ 
ter, or class of matters, of importance 
pending before the Pood and Drug Ad¬ 
ministration. 

<b) Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before the Commissioner. Such spe¬ 
cific provisions are in l 330.10(a) (8) of 
this chapter relating to review of the 
safety, effectiveness, and labeling of 
over-the-counter drugs. 

<c) A person who has right to an op¬ 
portunity for a formal evidentiary pub¬ 
lic hearing under Subpart B of this Part 
waives that opportunity and in lieu 
thereof requests pursuant to 5 2.117 of 
this Part a public hearing before the 
Commissioner pursuant to this Subpart 

and tlie Commissioner, in his discre¬ 
tion. accepts this request. 

£ I0| Notice of a public hearing be¬ 

fore the Q>mmi**iancr. 

.. w the Commissioner determines 
tfcat a public hearing before the Com¬ 
missioner should be held on any matter, 
he shall publish in tlie Federal Regis- 
a notice of hearing setting forth the 
following information: 

(1 > If the hearing is pursuant to 
*2A00 <a> or (b): 
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(IXThe purpose of the hearing and 
the subject matter to be considered. If 
any written document is to be the sub¬ 
ject matter of the hearing, it shall be 
published as part of the notice, or ref¬ 
erence shall be made to It if it has al¬ 
ready been published in the Federal Reg¬ 
ister, or the notice shall state that the 
document is available from the Hearing 
Clerk or an agency employee designated 
in the notice. 

<ii> The time. date, and place of tlie 
hearing, or a statement that such in¬ 
formation shall be contained in a subse¬ 
quent notice published in the Fkoeral 
Register. 

(2) If the hearing is in lieu of a formal 
evidentiary hearing pursuant to g 2.400 
<c>, all of the information described in 
S 2.117(e) of this Part. 

<b> The scope of the healing shall be 
determined by the notice of hearing and 
any specific provisions In other sections 
of this chapter. If any such specific pro¬ 
vision. e.g., 8 330.10(a) (10) of this chap¬ 
ter. limits a hearing to review of an ex¬ 
isting administrative record, data and 
Information not already Included in the 
record shall not be submitted or con¬ 
sidered at the hearing. 

§ 2.102 Notice of appearanre; schedule 
for hearing. 

(a) Tlie notice of hearing shall pro¬ 
vide interested persons an opportunity to 
file a written notice of appearance with 
the Hearing Clerk within a specified 
period of time in the form and pursuant 
to the requirements specified in 8 2.131. 
If the public interest requires that such 
a hearing be conducted within a short 
period of time, the notice may name a 
specific Food and Drug Administration 
employee, together with his telephone 
number, to whom an oral notice of ap¬ 
pearance shall be given. A written or oral 
notice of appearance shall be received 
by the Hearing Clerk, or other designated 
person, by the close of business of the 
day specified in the notice. 

(b) A notice of appearance shall state 
the approximate amount of time re¬ 
quested by the person for his presenta¬ 
tion. Individuals and organizations with 
common interests are urged to consoli¬ 
date or coordinate their presentations. 

(c) Promptly after expiration of the 
time specified in the notice for the filing 
of a notice of appearance, the Commis¬ 
sioner shall determine the amount of 
time allocated to each such person for 
his oral presentation and the time that 
oral presentation is scheduled to begin. 
Each such person shall be so informed 
in writing or. if the time prior to the 
hearing is short, by telephone. The Com¬ 
missioner may require Joint presenta¬ 
tions by persons with common interests. 

(d> The Commissioner shall prepare 
a hearing schedule showing tlie persons 
making oral presentations and the time 
allotted to each such person, which shall 
be filed with the Hearing Clerk and 
mailed or telephoned to each such person 
and. if time permits, published In the 
Federal Register. 


23025 

§ 2.103 Conduct of a public hearing be¬ 
fore the Cotnmi«*ionrr. 

(a) The Commissioner or his designee 
shall preside at the hearing, except where 
specific provisions in other sections of 
this chapter require that the Commis¬ 
sioner preside personally. The presiding 
officer may be accompanied by other 
Food and Drug Administration employ¬ 
ees or other Federal government em¬ 
ployees designated by the Commissioner, 
who may serve as a panel in conducting 
the hearing. 

(b) The hearing shall be transcribed. 

CO Each person may use his allotted 

time in whatever w f ay he wishes, con¬ 
sistent with a reasonable and orderly 
bearing. A person may be accompanied 
by any number of additional persons, 
and may present any written data, infor¬ 
mation. or views for Inclusion in the 
record of the hearing, subject to the re¬ 
quirements of 8 2.404. 

<d) If a person is not present at the 
time, specified for his presentation, the 
persons following will appear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any other interested persons 
attending the hearing who did not re¬ 
quest an opportunity to make an oral 
presentation shall be given an opportu¬ 
nity to make an oral presentation at the 
conclusion of the hearing, in the discre¬ 
tion of the presiding officer, to tl\e extent 
that time permits. 

(o The presiding officer and any other 
persons serving with him as a panel may 
question any person during or at the 
conclusion of his presentation. No other 
person attending the hearing may ques¬ 
tion a person making a presentation The 
presiding officer may allot additional 
time to any person when he concludes 
that it is in the public interest, but may 
not reduce the time allotted for any 
person without their consent. 

(f) The hearing shall be informal in 
nature, and the rule® of evidence shall 
not apply. No motions or objections re¬ 
lating to the admissibility of data, infor¬ 
mation, and views shall be made or con¬ 
sidered, but other participants may 
comment upon or rebut all such data, 
information, and view's. No participant 
may interrupt the presentation of an¬ 
other participant at any hearing for 
any reason. 

§ 2.101 . Written «ubmU*»on* pertaining 
to ■ public hearing before tlie Cont- 
ml*« toner. 

Any interested person may submit 
data, information, or views on the matter 
that Is the subject of the hearing In writ¬ 
ing to the Hearing Clerk, pursuant to 
8 2.5. The record of the hearing shall 
remain open for 15 days after the 
hearing is held for any additional writ¬ 
ten submissions, unless the notice of the 
hearing specifies otherwise or the pre¬ 
siding officer rules otherwise at the hear¬ 
ing. 

6 2.103 Administrative record of a pub¬ 
lic bearing before flic Cx>nimit«inncr. 

(a) The administrative record of a 
public hearing before the Commissioner 
shall consist of the following: 
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( 1 ) Ail relevant Federal Register no¬ 
tices, including any documents to which 
they refer. 

(2) All written submissions pursuant 
to 5 2.404. 

(3) The transcript of the oral hearing. 

(b) The record of the administrative 

proceeding shall be closed at the time 
specified In f 2.404. 

§ 2.406 F.xnmiiuilion of adminiftrativ* 
rwml. 

The availability for public examination 
and copying of each document which Is 
a part of the administrative record of 
the hearing shall be governed by the pro¬ 
visions of 8 2.5 (J>. Each document which 
Is available for public examination or 
copying shall be placed on public display 
in the office of the Hearing Clerk 
promptly upon receipt in that office. 

Subpart F—Regulatory Hearing Before the 
Food and Drug Administration 

§ 2*500 Scop* of tubpart. 

Subpart F governs the practices and 
procedures applicable whenever: 

(a) The Commissioner is considering 
any regulatory action* including a refusal 
to act. and concludes, in his discretion, 
on his own initiative or at the suggestion 
of any person, to offer an opportunity 
for a regulatory hearing to obtain addi¬ 
tional information before he makes a 
decision or takes action. 

<b) Any provision in any regulation 
of this chapter provides any person with 
an opportunity for a hearing with respect 
to any regulatory action, including pro¬ 
posed action, and such regulation either 
specifically provides an opportunity for a 
regulatory hearing pursuant to this sub- 
part or provides an opportunity for a 
hearing but does not specify the pro¬ 
cedures for such hearing and such pro¬ 
cedures are not specified in other provi¬ 
sions of this chapter. Such sections are: 

(1) Section 202.1 (J) (5>. relating to ap¬ 
proval of prescription drug advertise¬ 
ments. 

(2) Section 8.27(b). relating to refusal 
to certify a batch of a color additive. 

<3) Section 8.28(b), relating to sus¬ 
pension of certification service for a color 
additive. 

<4) Section 8.33(a), relating to use of 
food containing a new color additive. 

<5> Section 10.5(1), relating to a tem¬ 
porary permit to vary from a food 
standard. 

(0) Section 121.75(b). relating to use 
of food containing an investigational 
food additive. 

(7) Section 511.1(b)<5),relating louse 
of food containing an investigational new 
animal drug. 

( 8 ) Section 511.1(c)(1), relating to 
termination of an IN AD for an Inves¬ 
tigator. 

(9) Section 511.1 (c><4> and <d), re¬ 
lating to termination of an INAD for a 
sponsor. 

(10) 8ection 514.210, relating to sus¬ 
pension of certification service for a vet¬ 
erinary antibiotic drug. 

Ul) Section 312.1(c)(1), relating to 
whether an Investigator is entitled to 
receive Investigational new drugs. 
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(12) Sections 312.1 (c) (4) and <d>, re¬ 
lating to termination of on IND for a 
sponsor. 

(13) Section 312.9(c). relating to ter¬ 
mination of an IND for tests in vitro and 
in laboratory research animals for a 
sponsor. 

(14) Section 429.50, relating to sus¬ 
pension of certification service for an 
antibiotic drug. 

(15) Section 433.2(d), relating to ex¬ 
emption from certification for an anti¬ 
biotic drug. 

(10) Section 433.12(b)(5), relating to 
an exemption from labeling for a certifi¬ 
able antibiotic drug. 

(17) Section 433.13(b), relating to an 
exemption from manufacturing use for 
a certifiable antibiotic drug. 

(18) Section 433.14(b), relating to an 
exemption for storage for a certifiable 
antibiotic drug. 

(19) Section 433.15(b). relating to an 
exemption for processing for a certifiable 
antibiotic drug. 

(20) Section 433.16(b), relating to an 
exemption for repacking for a certifiable 
antibiotic drug. 

(21) Section 1003.11(a)(3), relating 
to the failure of an electronic product to 
comply with an applicable standard or 
to a defect In an electronic product. 

(22) Section 1003.31 <d). relating to 
denial of an exemption from notification 
requirements for an electronic product 
which falls to comply with an applicable 
standard. 

(23) Section 1004.6, relating to plan 
for repurchase, repair, or replacement 
of an electronic product. 

(24) Section 1210.30, relating to de¬ 
nial. suspension, or revocation of a per¬ 
mit under the Federal Import Milk Act. 

(25) Any’ ot her provision In the regu¬ 
lations in this chapter under which a 
party who is adversely affected by regu¬ 
latory’ action is entitled to an opportu¬ 
nity for a hearing, and no other proce¬ 
dural provisions in this part are by regu¬ 
lation applicable to such hearing. 

§ 2.501 Inapplicability and limited ap¬ 
plicability. 

(a) The provisions of this subpart are 
inapplicable to the following: 

(1) Informal presentation of views be¬ 
fore reporting a criminal violation pur¬ 
suant to section 305 of the act and {1.6 
of this chapter, and section 5 of the Fed¬ 
eral Import Milk Act and $ 1210.31 of this 
chapter. 

(2) A hearing with respect to a refusal 
of admission of a food. drug, device, or 
cosmetic pursuant to section 801(a) of 
the act and fi 1.318 of this chapter, or of 
an electronic product pursuant to sec¬ 
tion 360(a) of the Public Health Service 
Act and 8 1005.20 of this chapter. 

(b) The provisions of this subpart are 
applicable to hearings conducted pur¬ 
suant to specific procedural provisions in 
other sections of this chapter to the ex¬ 
tent that the provisions of this subpart 
are in addition to the provisions in such 
other sections and not in conflict with 
them. e g., the right to counsel, public 
notice of the hearing, reconsideration and 
stay, and Judicial review. Such other 


sections include 8ubpart A of Part 90 of 
this chapter, relating to emergency per¬ 
mit control. 

§ 2*505 PreakUng oflircr. 

(a> Any Food and Drug Administra¬ 
tion employee to whom the Commissioner 
delegates such authority, or any other 
agency employee designated by an em¬ 
ployee to whom such authority is dele¬ 
gated. may serve as the presiding officer 
at and conduct a regulatory hearing pur¬ 
suant to the provisions of this subpart. 

(b) The presiding officer shall be free 
from bias or prejudice and shall not have 
participated in the Investigation or ac¬ 
tion that is the subject of the hearing 
or be subordinate to a person who hus 
participated in such Investigation or ac¬ 
tion. 

(c) A different presiding officer may 
be substituted for the one originally de¬ 
signated pursuant to (8 2.510 and 2.511 
without notice to the parties. 

§ 2.506 liiglit to rottn**l. 

Any party to a hearing pursuant to this 
subpart shall have the right at all times 
to be advised and accompanied by coun¬ 
sel. 

6 2*510 KrgnLnlnry bearing on the ini¬ 
tiative of the CnnimitiMoner. 

(a) A regulatory hearing on the initia¬ 
tive of the Commissioner pursuant to 
I 2.500(a) shall be Initiated by a notice 
of opportunity for hearing from the Food 
and Drug Administration. 

(1) Such notice shall be sent by regis¬ 
tered mall, telegram, telex, personal de¬ 
livery. or any other mode of written com¬ 
munication. 

(2) Such notice shall specify the facH 
and the action that are the subject of 
the opportunity for a hearing. 

(3) Such notice shall state that the 
notice of opportunity for hearing and the 
hearing are governed by the provisions 
of this subpart. 

(4) Surli notice shall state the time 
within which a hearing shall be request¬ 
ed, shall be signed by the Food and Drug 
Administration employee who will be the 
presiding officer in the event a hearing 
is held, and shall state the name, ad¬ 
dress, and telephone number of the pre¬ 
siding officer. 

(b) Any person offered an opportunity 
for a hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after re¬ 
ceipt of such notice, within which to re¬ 
quest a hearing. Such request may be 
filed by registered mail, telegram, telex, 
personal delivery, or any other mode of 
written communication, addressed to the 
presiding officer. If no response Is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held. 

<c) If a hearing is requested, such 
hearing shall take place at a time ana 
location agreed upon by the party re¬ 
questing the bearing and the presiding 
officer or, if such agreement cannot be 
reached, at a reasonable time and loca¬ 
tion designated by the presiding officer. 

(d) A notice of opportunity for hear¬ 
ing under this section shall not operate 
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to delay or stay any administrative ac¬ 
tion, including enforcement action of any 
kind, by the agency unless the Commis¬ 
sioner. in his discretion, determines that 
delay or a stay is in the public interest. 

§2.511 Rt^uUlor? hearing pursuant lo 
regulation. 

(a> A regulatory* hearing pursuant to 
a regulation listed in I 2.500(b) shall be 
initiated by a notice of opportunity for 
hearing from the Food and Drug Admin¬ 
istration. 

(D Such notice shall be sent by reg¬ 
istered mail, telegram, telex, personal de¬ 
livery, or any other mode of written com¬ 
munication. 

(2) Such notice shall specify the facts 
and the action that are the subject of the 
opportunity for hearing, and shall state 
whether the action is or is not being 
taken pending the hearing^pursuant to 
paragraph (e> of this section. 

(3> Such notice shall state that the 
notice of opportunity for hearing and the 
hearing arc governed by the provisions 
of this subpart. 

(4> Such notice shall state the time 
within which a hearing shall be re¬ 
quested. and shall state the name, ad¬ 
dress, and telephone number of the Food 
and Drug Administration employee to 
whom any request for hearing shall be 
addressed. 

(b) Any person offered an opportunity 
for hearing shall have the amount of 
time specified in the notice, which shall 
be not less than 3 working days after 
receipt of such notice, within which to 
request a hearing. Such request may be 
hied by registered mall, telegram, telex, 
personal delivery, or any’ other mode of 
written communication, addressed to the 
presiding officer. If no response is filed 
within such time, the offer shall be 
deemed to have been refused and no 
hearing shall be held. 

<c> If a hearing is requested, the Com¬ 
missioner shall designate a presiding of¬ 
ficer and such hearing shall take place at 
a time and location agreed upon by the 
party requesting the hearing and the 
presiding officer or, if such agreement 
cannot be reached, at a reasonable time 
and location designated by the presiding 
officer. The hearing may not be required 
to be held at a time less than two work¬ 
ing days subsequent to receipt of the re¬ 
quest for hearing. 

(d> Before the hearing, the Food and 
Drug Administration shall give to the 
party requesting the hearing reasonable 
notice of the matters to be considered at 
the hearing, including a comprehensive 
statement of the basis for the decision or 
action taken or proposed that is the sub¬ 
ject of the hearing and a general sum¬ 
mary of the Information that will be 
presented by the Food and Drug Admin¬ 
istration at the hearing in support of 
such decision or action. Such Information 
may be given orally or in writing, in the 
discretion of the Commissioner. 

Je' The Commissioner may take such 
action pending a hearing pursuant to 
uUs section as he concludes is necessary 
10 Detect the public health, except where 
expressly prohibited by statute or regu¬ 
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lation. A hearing to consider action al¬ 
ready taken, and not stayed by the Com¬ 
missioner. shall be conducted on an ex¬ 
pedited basis. 

<f) On the basis of the administrative 
record of the hearing specified in f 2.513 
(a>, the Commissioner shall issue a writ¬ 
ten decision stating the reasons for his 
administrative action and the basis In 
the record. 

§ 2.512 llrnring procedure. 

(a> A regulatory hearing may be con¬ 
ducted in private or may be a public 
hearing, as determined by the party re¬ 
questing the hearing. 

(1) The party requesting the liearlng 
shall Inform the presiding officer or other 
designated agency employee at the time 
that lie requests the hearing, whether it 
will be a private or public hearing. If 
the party requesting the hearing fails to 
state whether the hearing shall be pri¬ 
vate or public, it shall be a private hear¬ 
ing. 

(2) If the hearing is a private hear¬ 
ing, no persons other than the party 
requesting the hearing, his counsel and 
witnesses, and an employee or consultant 
or other person subject to a commercial 
arrangement as defined in f 4.81(a) of 
tills chapter, and Food and Drug Admin¬ 
istration representatives, shall be enti¬ 
tled to attend. 

(3) If the hearing is a public hearing, 
it shall be announced on the public cal¬ 
endar described in I2.2l<at whenever 
feasible, and any interested person who 
attends the hearings may participate to 
the extent of presenting relevant infor¬ 
mation. 

<b > A regulatory hearing shall be con¬ 
ducted by a presiding officer. Employees 
of the Food and Drug Administration 
shall first give a full and complete state¬ 
ment of the action which is the subject 
of the hearing, together with the infor¬ 
mation and reasons supporting it, and 
may present any oral or written infor¬ 
mation relevant to the hearing. The 
party requesting the hearing shall then 
have the right to present any oral or 
written information relevant to the hear¬ 
ing. All parties may confront and con¬ 
duct reasonable cross-examination of 
any person (except for the presiding of¬ 
ficer and counsel for the parties) who 
makes any statement with respect to 
the matter at the hearing. 

<c> The hearing shall be informal in 
nature, and the rules of evidence shall not 
apply. No motions or objections relating 
to the admissibility of data, informa¬ 
tion. and views shall be made or consid¬ 
ered. but any other party may comment 
upon or rebut all such data, information, 
and views. 

<d > The Commissioner may, in his dis¬ 
cretion. order the hearing to be trans- 
scribed. The party requesting the hear¬ 
ing shall have the right to have the 
hearing transcribed, at his expense, in 
which case a copy of such transcription 
shall be furnished to the Food and Drug 
Administration and included with the 
presiding officer's report of the hearing. 
Any transcription of the hearing shall 
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be Included with the presiding officer's 
report of the hearing. 

<e> The presiding officer shall prepare 
a wrrltten report of the hearing. All writ¬ 
ten material presented at the hearing 
shall be attached to the report. When¬ 
ever time permits, the parties to the 
hearing shall be given the opportunity 
to review and offer corrections to the 
presiding officer's report of the hearing. 

§ 2.513 Administrative record of a reg¬ 
ulatory hearing. 

<a> The record of the administrative 
proceeding shall consist of the follow¬ 
ing: 

(1) The notice of opportunity for 
hearing and the response thereto. 

(2» All written data. Information, and 
views submitted to the presiding officer 
at the hearing. 

(3) Any transeript of the hearing. 

<4> The presiding officer’s report of 
the hearing. 

(b) The record of the administrative 
proceeding shall be closed with respect to 
the submission of data, information, and 
views, at the close of the hearing, unless 
the presiding officer specifically permits 
additional time for a further submission. 

§2.511 Examination of administrative 
record. 

The availability for public disclosure 
of each document which is a part of the 
administrative record of a regulatory 
hearing shall be governed by the provi¬ 
sions of Part 4 of this chapter and the 
regulations referenced therein. 

§ 2.515 Record for adininintrntivc deci¬ 
sion. 

(a) With respect to any matter which 
is subject to an opportunity for a hear¬ 
ing pursuant to If 2.500(a) and 2.510. the 
administrative record of the hearing 
specified in 12.513(a) shall be consid¬ 
ered by the Commissioner together with 
all other relevant data and information 
available to the Food and Drug Admin¬ 
istration in determining whether regu¬ 
latory action should be taken and. if so. 
what form of regulatory action should be 
taken. 

(b) With respect to any matter which 
is subject to an opportunity for a hear¬ 
ing pursuant to 19 2.500(b) and 2.511, 
the administrative record of the hearing 
specified in I 2.513(a> shall constitute the 
exclusive record for decision. 

§ 2.516 Reconsideration and May of ac¬ 
tion. 

Following any final administrative ac¬ 
tion which is the subject of a hearing 
pursuant to this subpart or any provi¬ 
sion referenced in I 2.501(b), any party 
may petition the Commissioner for re¬ 
consideration of any part or all of such 
decision or action pursuant to $ 2.8 or 
may petition for a stay of such decision 
or action pursuant to I 2.9. 

§ 2.520 Judicial review. 

The availability of judicial review w ith 
respect to any regulatory’ action which is 
the subject of a hearing pursuant to this 
subpart shall be governed by the provi¬ 
sions of I 2.11. 


FEDERAL REGISTER, VOL. 40. NO. 102—TUESDAY. MAY 27, 1975 






23028 


RULES AND REGULATIONS 


Subpart G—Standards of Conduct and 
Conflicts of Interest 

§ IfeOO Scope of «ubpnrt. 

Subpart O governs the standards of 
conduct for, and establishes regulations 
to prevent conflicts of Interest by. all 
Food and Drug Administration em¬ 
ployees. 

§ 2.610 Reference lo Dep a rt me nt regu¬ 
lation*. 

<a> The provisions of 45 CFR Part 73. 
establishing standards of conduct for all 
Department employees, are fully ap¬ 
plicable to all Food and Drug Admin¬ 
istration employees, except that such 
regulations shall be applicable to special 
government employees, Le.. consultants 
to the Food and Drug Administration, 
only to the extent stated in 8ubpart L of 
45 CFR Part 73. 

<b) The provisions of 45 CFR Part 73a 
supplement the Department standards of 
conduct and apply only to Food and Drug 
Administration employees except special 
government employees. 

§ 2.61 I Code of ethics for jrmmiuirnt 
•cnirr. 

The following code of ethics, adopted 
by Congress on July 11,1958, shall apply 
to all Food and Drug Administration em¬ 
ployees: 

Cod* or Ermra ro* Oovunulxt Sana 

Any person In Oovemmcnt service should: 

1. Put loyalty to the highest moral prin¬ 
ciples and to country above loyalty to per¬ 
sons, party, or Government department. 

2. Uphold the Constitution, laws, and legal 
regulations of the United State* and of all 
governments therein and never be a party 
to their evasion. 

3. Give a full day's labor for a fuU day's 
pay: giving to the performance of hi* duties 
hU earnest effort and best thought. 

4. Seek to And and employ mare efficient 
and economical ways of getting tasks accom¬ 
plished. 

A. Never discriminate unfairly by the dis¬ 
pensing of special favors or privileges to any¬ 
one. whether for remuneration or not; and 
never accept, for himself or his family, favors 
or benefits under circumstances which might 
be construed by reasonable persons as in¬ 
fluencing the performance of his govern¬ 
mental du tic* 

0. Make no private promises of any kind 
binding upon the duties of office, since a 
Government employee has no private word 
which can be binding on public duty. 

7. Engage In no business with the Govern¬ 
ment, either directly or Indirectly, which Is 
inconsistent with the conscientious perform¬ 
ance of his governmental duties. 

8. Never use any Information coming to 
him confidentially In the performance or gov¬ 
ernmental duties as a means for making 
private profit. 

9. Expose corruption wherever discovered. 

10. Uphold these principles, ever conscious 
that pubUc office is a public trust. 

§ 2.612 Food nnd Drug Administration 
Conflict of Interest Review Hoard. 

(a i The Commissioner shall establish a 
permanent flve-member Conflict of 
Interest Review Board, which shall re¬ 
view and make recommendations to the 
Commissioner on all specific or policy 
matters relating to conflicts of Interest 
arising within the Food and Drug Ad¬ 


ministration that arc forwarded to it by 

(1) the Associate Commissioner for Ad¬ 
ministration or (2) anyone who is the 
subject of an adverse determination by 
the Associate Commissioner for Admin¬ 
istration on any matter arising under the 
conflict of interest laws, except a deter¬ 
mination of an apparent violation of law. 
The Director. Division of Personnel 
Management, Office of the Associate 
Commissioner for Administration, shall 
serve as executive secretary of the Re¬ 
view Board. 

<b» It shall be the responsibility of 
every Food and Drug Administration em¬ 
ployee with whom any specific or policy 
issue relating to conflicts of Interest Is 
raised, or who otherwise wishes to have 
any such matter resolved, to forward the 
matter to the Associate Commissioner 
for Administration for resolution, except 
that reporting of apparent violations of 
law are governed by I 2.613. 

(c> All general policy relating to con¬ 
flicts of interest shall be established In 
guidelines pursuant to the provisions of 
$ 2.19(b) and whenever feasible shall be 
incorporated in regulations in this 
subpart. 

<d» All decisions relating to specific 
individuals shall be placed in a public flic 
established for this purpose by the Pub¬ 
lic Records and Documents Center, e.g., 
a determination that a consultant may 
sene on an advisory committee with 
specific limitations or with public dis¬ 
closure of stock holdings, except that 
such determination shall be written in 
a way that does not Identify the individ¬ 
ual in the following situations: 

(1) A determination that an employee 
must dispose of prohibited financial in¬ 
terests or refrain from Incompatible out¬ 
side activities In accordance with estab¬ 
lished Department or agency regulations. 

(2) A determination that a proposed 
consultant Is not eligible for employment 
by the agency. 

(3) A determination that public dis¬ 
closure of any information would consti¬ 
tute an unwarranted invasion of personal 
privacy In violation of 9 4.63 of this 
chapter. 

§ 2.613 Duly to report viola I ion*. 

(a) The Policy Management Staff, As¬ 
sociate Commissioner for Administration, 
is responsible for obtaining factual infor¬ 
mation for the Food and Drug Adminis¬ 
tration on any matter relating to allega¬ 
tions of misconduct, impropriety, con¬ 
flict of Interest, or other violations of 
Federal statutes by agency personnel. 

<b) Any Food and Drug Administra¬ 
tion employee who has factual informa¬ 
tion showing or who otherwise believes 
that any present or former Food and 
Drug Administration employee has vio¬ 
lated or is violatin g any provision of this 
subpart or of 45 CFR Parts 73 or 73a 
or of any statute listed in Appendix A to 
45 CFR Part 73 should report such infor¬ 
mation directly to the Policy Manage¬ 
ment Staff. Any such reports shall be in 
writing or shall with the assistance of 
the Policy Management Staff be reduced 
to writing, and shall be promptly Investi¬ 
gated. 


(c) Any report pursuant to paragraph 
(b) of this section and any records relat¬ 
ing to an Investigation of such reports 
shall be maintained in strict confidence 
in tiie files of the Policy Management 
Staff, shall be exempt from public dis¬ 
closure. and may be reviewed only by 
authorized Food and Drug Administra¬ 
tion employees who nre required to do so 
in the performance of their duties. 

§ 2.620 Permanent disqualification of 
former employer*. 

No former Food and Drug Adminis¬ 
tration employee, including a special gov¬ 
ernment employee, shall knowingly act 
as agent or attorney for anyone other 
than United States in connection with 
any judicial or other proceeding, applica¬ 
tion. request for a ruling or other deter¬ 
mination, contract, claim, controversy, 
charge, accusation, or other particular 
matter Involving a specific party or par¬ 
ties In which the United States is a party 
or lias a direct and substantial Interest 
and in which he participated personally 
and substantially through decision, ap¬ 
proval, disapproval, recommendation, 
rendering of advice. Investigation, or 
otherwise as a Food and Drug Adminis¬ 
tration employee. 

§ 2.621 Temporary disqualification of 
former employ era* 

Within 1 year after termination of 
employment with the Food and Drug 
Administration, no former Food and 
Drug Administration employee. Includ¬ 
ing a special government employee, shall 
appear personally before the Food and 
Drug Administration or other federal 
agency or court os agent or attorney for 
any person other than the United States 
in connection with any proceeding or 
matter in which the United States is a 
party or has a direct and substantial in¬ 
terest and which was under his official 
responsibility at any time within one 
year preceding termination of such re¬ 
sponsibility. The term “official responsi¬ 
bility*^ means the direct administrative 
or operating authority, whether inter¬ 
mediate or Anal, and cither exercisable 
alone or with others, and either per¬ 
sonally or through subordinates, to ap¬ 
prove, disapprove, or otherwise direct 
government action. 

4. A new Part 5—Delegations of Au¬ 
thority and Organization, consisting of 
the redesignated Subparts H and M of 
Part 2. Is established as follows: 

PART 5—DELEGATIONS OF AUTHORITY 
AND ORGANIZATION 

Subpart A—Delegations of Authority to the 
CommKtlootr of Food and Drugs 

Sec. 

6 1 Delegation* from the Secretary and 
Assistant Secretory. 

Subpart 8—Redelega lions of Authority from 
Ilia Commitiionai of Food and Drug* 

6.30 General redelcgaUans of authority 
from the Commlsaloner to other 
offwern of the Food and Drug Ad¬ 
ministration. 

621 Delegations regarding hearings and re¬ 
view boards. 

6.23 Delegation* repardlnf Import.. 
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S*c. 

5 23 Delegations regarding certification of 
true copies and use of Department 
seal. 

5.24 Delegations regarding disclosure of 
official records. 

5 25 Delegations regarding certification of 
color additives. 

5.2 G Delegations regarding certification of 

Insulin. 

5 27 Delegations regarding certification of 
antibiotic drugs 

5 28 Delegations regarding approved new 
animal drug applications and ap¬ 
proved new animal drug application 
supplements for new animal drugs. 

529 Delegations regarding approval of 
new-drug applications and new- 
drug application supplements for 
drugs for human use. 

6.30 Delegations regarding Issuance of no¬ 

tices relating to proposals to refuse 
approval or to withdraw approval of 
new drug applications and new drug 
application supplements for drugs 
for hunum use. 

5.31 Delegation regarding designation of 

official master and working stand¬ 
ards for antibiotic drugs. 

5 32 Delegations regarding emergency 
functions. 

5 33 Delegations regarding enforcement 
activities. 

5 34 Delegations regarding certification fol - 

lowing inspections. 

5 35 Delegations regarding grants and fel¬ 
lowships. 

5.36 Delegation regarding Issuance, amend¬ 
ment, or repeal of regulations per¬ 
taining to antlblotlo drugs for 
human use. 

537 Delegation regarding issuance of no¬ 
tices of filing of petitions and no¬ 
tices of proposed rule making per¬ 
taining to food standards, food addi¬ 
tives. and color additives. 

8-38 Delegations regarding termination of 
exemptions for new drugs for In- 
vesUgaUonal use in human beings 
or In animals. 

539 Delegations regarding detention of 
meat, poultry, eggs, and related 
products. 

5 40 Delegations regarding approval of 
schools providing food-processing 
instruction. 

5 41 Delegations regarding Issuance of re¬ 

ports of minor violations. 

6 42 Delegations relating to granting and 

withdrawing variances from per¬ 
formance Atandards for electronic 
products. 

5 43 Delegations relating to exemptions 
from performance standards for 
electronic products. 

5 44 Delegations relating to testing pro¬ 
grams and methods of certification 
and Identification for electronic 

products. 

8*5 Delegations relating to notification of 
defects In, and repair or replace¬ 
ments of. electronic products. 

*Delegations relating to manufacturer's 
resident Import agents. 

5 47 Delegations relating to requiring 
manufacturers to provide data to 
ultimate purchasers of electronic 
products. 

5 Delegations relating to directing deal¬ 
ers and distributors of electronic 
products to provide data to manu¬ 
facturers. 

5 40 Delegations relating to acceptance of 
assistance from State and local au¬ 
thorities for enforcement of radia¬ 
tion control legislation and regu¬ 
lations. 


Sec. 

5 50 Delegations regarding Issuance and 
revocation of licenses for the propa¬ 
gation or manufacture and prepara¬ 
tion of biological products. 

Subpart C—Organization 
5.100 Headquarters. 

5.105 Chief Counsel for the Food and Drug 
Administration and Assistance Gen¬ 
eral Counsel for Food and Drugs, 
Office of General counsel. Depart¬ 
ment of Health, Education, and Wel¬ 
fare. 

5.110 FDA Public Records and Documents 

Center. 

5.111 FDA Hearing Clerk. 

5.115 Field structure. 

Subpart A—Delegations of Authority to the 
Commissioner of Food and Drugs 

§5.1 IMrgation« from ihe Secretary 
and ,\*AiMant Secretary. 

fa> The Assistant Secretary for Health 
has redelegated to the Commissioner of 
Food and Drugs with authority to redele¬ 
gate (35 FR 606 as amended' all author¬ 
ity delegated to him by the Secretary 
of Health. Education, and Welfare as 
follows: 

(1) Functions vested in the Secretary 
under the Federal Food. Drug, and Cos¬ 
metic Act <21 U.S.C. 301 et seq.), the 
Filled Milk Act (21 U.S.C. 61-63), the 
Federal Import Milk Act (21 U.S.C. 141 
ct seq ). the Tea Importation Act (21 
U.S.C. 41 et seq ), the Federal Caustic 
Poison Act <44 Stat. 1406>. and The Fair 
Packaging and Labeling Act (15 U.S.C. 
1451 et seq.), pursuant to section 12 of 
Reorganisation Plan No. IV and Reorga¬ 
nization Plan No. 1 of 1953, Including au¬ 
thority to administer oaths vested In the 
Secretary of Agriculture by 7 UJ3.C. 2217. 

(2> Functions vested in the Secretary 
under section 301 (Research and Investi¬ 
gation); section 307 (International Co¬ 
operation) : section 310 (Health Educa¬ 
tion and Information); section 311 (Fed¬ 
eral-State Cooperation); and section 
314<f» (Interchange of Personnel with 
States) of the Public Health Service Act 
(42 U.S.C. 241. 2421, 242o, 243, 246(f)) 
which relate to the functions of the Food 
and Drug Administration. 

(3) Functions vested In the Secretary 
under sections 354 through 360F of the 
Public Health Service Act (42 U.S.C. 
263b through 263n> which relate to elec¬ 
tronic product radiation control. 

(4) Functions vested in the Secretary 
under section 361 of the Public Health 
Service Act (42 U.S.C. 264) which relate 
to the law enforcement functions of the 
Food and Drug Administration concern¬ 
ing the following products and activities: 
blologicals (including blood and blood 
products); interstate travel sanitation 
(except interstate transportation of 
etiological agents under 42 CFR 72.25): 
food (including milk and food service 
sanitation and shellfish sanitation); and 
drugs, devices, cosmetics, and electronic 
products, and other items of products 
regulated by the Food and Drug Admin¬ 
istration. 

(5) Functions vested in the Secretary 
under sections 351 and 352 of the Public 
Health Service Act (42 UJS.C. 262 and 
263) which relate to biological products. 


<6> Functions vested in the Secretary 
pertaining to section 302(a) of the Pub¬ 
lic Health Service Act (42 U.S.C. 242(a) > 
which relate to the determination and 
reporting requirements with respect to 
the medicinal and scientific requirements 
of the United States for controlled sub¬ 
stances. 

<7> Functions vested In the Secretary 
pertaining to section 303 of the Public 
Health Service Act (42 U.S.C. 242a» 
which relate to the authorization of per¬ 
sons engaged in research on the use and 
effect of drugs to protect the identity of 
their research subjects with respect to 
drugs scheduled under Public Law 91-513 
for which a notice of claimed exemption 
for an investigational new drug is filed 
with the Food and Drug Administration 
and with respect to all drugs not sched¬ 
uled under Public Law 91-513. 

(8) Functions vested in the Secretary 
pertaining to section 4 of the Compre¬ 
hensive Drug Abuse Prevention and Con¬ 
trol Act of 1970 (84 Stat 1241) which re¬ 
late to the determination of the safety 
and effectiveness of drugs or to approve 
new drugs to be used in the treatment of 
narcotic addicts. 

(9) Functions vested in the Secretary 
pertaining to section 303(f) of the Con¬ 
trolled Substances Act (21 UJ3.C. 823(f)) 
which relate to the determination of the 
qualifications and competency of prac¬ 
titioners wishing to conduct research 
with controlled substances listed in 
Schedule I of the Act, and the merits of 
the research protocol. 

CIO) Functions vested in the Secretary 
pertaining to provisions of the Controlled 
Substances Act (21 U.S.C. 801 ct seq > 
which relate to administration of the 
Federal Food. Drug, and Cosmetic Act 
(21 US.C. 301 etseq.). 

(11) Functions vested in the Secretary 
under section 409(b) of the Federal Meat 
Inspection Act (21 U.S.C. 679(b)) which 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or equines. 

(12) Functions vested in the Secretary 
under section 24(b) of the Poultry Prod¬ 
ucts Inspection Act (21 U.S.C. 4671(b)) 
which relate to the detention of any poul¬ 
try carcass, part thereof, or poultry 
product. 

(13 > Functions vested In the Secretary 
under the Egg Products Inspection Act 
(21U.S.C. 1031 etseq). 

(14) Functions vested In the Secretary 
by amendments to the foregoing statutes 
subsequent to Reorganization Plan No. 1 
of 1953. 

(15) Function of issuing all regulations 
of the Food and Drug Administration. 
The reservation of authority contained 
in Chapter 2-000 of the Department 
Organization Manual shall not apply. 

(16) Functions vested in the Secretary 
under Executive Order 11490, section 
1103(5), and those portions of sections 
1103(1), 1103<3). 1103(4). 3001(2), 3001 
<3), 3002(1), 3002(2), 3002(3). 3004. and 
3009 which relate to food, drugs*, and bio- 
loglcals. In the performance of these 
emergency functions the Commissioner 
shall coordinate his activities with the 
Administrator. Health Services and Men- 
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tol Health Administration. In order that 
preemergency plans shall be developed In 
consonance with postattack organization 
plans and structure of the Department 
for the Emergency Health 8ervice. 

< 17) Function vested In the Secretary 
of authorizing and approving miscella¬ 
neous and emergency expenses of en¬ 
forcement activities. 

(18) Function vested in the Secretary 
under the Federal Advisory Committee 
Act. Public Law 92-463, to make deter¬ 
minations that advisory committee 
meetings arc concerned with matters 
listed in section 552(b) of title 5. US C. 
and therefore may be closed to the pub¬ 
lic for those committees under the ad¬ 
ministrative Jurisdiction of the Commis¬ 
sioner of Food and Drugs. This authority 
may not be redolegated. This authority 
is to be exercised in accordance with the 
requirements of the Act and only with 
respect to the following: 

(I) Meetings, to the extent that they 
directly involve review, discussion or con¬ 
sideration of records of the Department 
which are exempt from disclosure under 
5 U.SC. 552<b> (4). (6). and (7). 

namely, (a) records containing trade 
secrets and commercial or financial in¬ 
formation obtained from a person and 
privileged or confidential; (b> personnel, 
medical and similar files the disclosure 
of which would constitute a clearly un¬ 
warranted invasion of personal privacy: 
and (c) investigatory files compiled for 
law enforcement purposes; 

(ii> Meetings to the extent that they 
involve the review, discussion, and eval¬ 
uation of specific drugs and devices reg¬ 
ulated by FDA which arc intended to 
result In recommendations for regula¬ 
tory decisions under the Federal Food. 
Drug, and Cosmetic Act and which are 
concerned with matters listed in 5 U.S.C 
552(b)(4).(5), and (7); 

(ill) Meetings held for the sole pur¬ 
pose of considering and formulating ad¬ 
vice which the committee will give or any 
final report it will render, Provided: 

(a) The meetings will involve solely 
the internal expression of views and 
judgments of the members and it is 
essential to close the meeting or portions 
thereof to protect the free exchange of 
such views and avoid undue interference 
with agency or committee operations, 
and such views if reduced to writing 
would be protected from mandatory dis¬ 
closure under section 552(b) (5) of title 5 
U.8.C.; 

(b) The meeting is closed for the 
shortest time necessary, summarizing the 
work of the committee during the closed 
sessions, and a report, prepared by the 
executive secretary will be made avail¬ 
able promptly to the public. 

(c) When feasible, the public is given 
a timely opportunity to present rele¬ 
vant information and views to the com¬ 
mittee; and 

(<f) Concurrence for closing the meet¬ 
ings for such purpose is obtained from 
the Office of the General Counsel and the 
Office of Public Affairs. 

(19) Functions vested in the Secretary 
under the second sentence of section 309 
(Health Conferences) of the Public 
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Health Service Act <42 U.S.C. 242n> to 
call for a conference and invite as many 
health authorities and officials of State 
or local public or private agencies or or¬ 
ganizations as deemed necessary or 
proper on subjects related to the func¬ 
tions of the Food and Drug Administra¬ 
tion. 

(20) Functions vested in the Secretary 
under section 501 (Gifts) of the Public 
Health Service Act <42 U.S.C. 219) to ac¬ 
cept offers of unconditional gifts, of other 
than real property, provided such gifts 
are of $1,000 value or less and the total 
costs associated with acceptance of 
property will not exceed the cost of pur¬ 
chasing a similar item and the cost of 
normal care and maintenance. 

(21) Functions vested in the Secretary 
under section 362 of the Public Health 
Service Act (42 U.S.C. 265) which relate 
to the prohibition of the introduction of 
foods, drugs, devices, cosmetics, and elec¬ 
tronic products and other items or prod¬ 
ucts regulated by the Food and Drug Ad¬ 
ministration into the United States when 
It is determined that it is required in the 
interest of public health when such func¬ 
tions relate to the law enforcement func¬ 
tions of the Food and Drug Administra¬ 
tion. 

(b> The Chief Counsel for the Food 
and Drug Administration and Assistant 
General Counsel in charge of the Divi¬ 
sion of Food and Drugs. Office of General 
Counsel, Department of Health, Educa¬ 
tion. and Welfare, has been authorized to 
report apparent violations to the Depart¬ 
ment of Justice for the Institution of 
criminal proceedings, pursuant to section 
305 of the Federal Food, Drug, and Cos¬ 
metic Act, section 4 of the Federal Im¬ 
port Milk Act, and section 9<b) of the 
Federal Caustic Poison Act. 

<c) The Assistant Secretary for Health 
has redelegatcd to the Commissioner of 
Food and Drugs, with authority to re¬ 
delegate, the authority delegated to him 
by the Assistant Secretary for Admin¬ 
istration and Management: (1) To cer¬ 
tify true copies of any books, records, 
papers, or other documents on file 
within the Department, or extracts from 
such; to certify that true copies are 
true copies of the entire file of the De¬ 
partment; to certify the complete origi¬ 
nal record or to certify the nonexistence 
of records on flic within the Depart¬ 
ment; and to cause the Seal of the De¬ 
partment to be affixed to such certifica¬ 
tions and to agreements, awards, cita¬ 
tions, diplomas, and similar documents. 

(2) To establish volunteer service 
programs and accept volunteer services 
for use in the operation of a health care 
facility or the provision of health care 
under section 223 of the Public Health 
Services Act (42 U.S.C. 217b>. 

Subpart B—Redelegations of Authority 
From the Commissioner of Food and Drugs 

§ 5.20 General redrlcBniion* of author¬ 
ity from llir (!oniniU»ionrr to other 
officer* of the Administration. 

(a) Final authority of the Commis¬ 
sioner of Food and Drugs is redelegated 
as set forth in this subpart. Further re¬ 
delegation of the authority vested herein 


is not authorized. Authority redelegatcd 
herein to a position by title may be ex¬ 
ercised by a person officially designated 
to serve in such position in an acting 
capacity or on a temporary basis, unless 
prohibited by a restriction written into 
the document designating him as "act¬ 
ing" or unless not legally permissible. 

(b) The Deputy Commissioner of Food 
and Drugs and the Associate Commis¬ 
sioner for Compliance are authorized to 
perform all the functions of the Com¬ 
missioner of Food and Drugs. 

§ 5.21 Dclrpiions regarding licnrl g* 
and ri'vicw board*. 

(a) The Directors and Deputy Direc¬ 
tors or Bureaus, Regional Food and Drug 
Directors, Deputy Regional Food and 
Drug Directors, and District Director* 
are authorized to designate officials to 
hold informal hearings which relate to 
their assigned functions under sections 
305. 404 <b), and 801(a) of the Federal 
Food, Drug, and Cosmetic Act. section 6 
of the Fair Packaging and Labeling Act. 
section 9<b) of the Federal Caustic Poi¬ 
son Act, and section 5 of the Federal Im¬ 
port Milk Act. Officials so designated are 
delegated authority vested in the Secre¬ 
tary of Agriculture by 7 U.S.C. 2217 M3 
Stat, 803) to administer or to take from 
any person an oath, affirmation, affidavit, 
or deposition for use in any prosecution 
or proceeding under or in enforcement 
of any law as cited in this section 

<b) The Director, Deputy Director, 
and Associate Director of the Bureau of 
Biologies are authorized to appoint re¬ 
view boards os provided by 4 60141 of 
this chapter. 

(c> The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to hold hearings under sec¬ 
tion 3601a) of the Public Health Service 
Act, and to designate officials to hold in¬ 
formal hearings under section 360<a> of 
the act. 

§ 5.22 Delegation* regarding import-, 

(a) The Regional Food and Drug Di¬ 
rectors, Deputy Regional Food and Drug 
Directors, and District Directors are au¬ 
thorized to designate officials who may 
request, under section 801(a) of the Fed¬ 
eral Food, Drug, and Cosmetic Act. from 
the Secretary of the Treasury samples of 
foods, drugs, devices or cosmetics im¬ 
ported, or offered for import, in order to 
determine whether such articles are in 
compliance with the act. 

<b) The Director and Deputy Director 
of the Bureau of Radiological Health, 
and the Director of the Division of Com¬ 
pliance of that Bureau are authorized 
to request, under section 360»a> of the 
Public Health Service Act. from the Sec¬ 
retary of the Treasury samples of elec¬ 
tronic products imported or offered for 
import in order to determine whether 
such articles are in compliance with that 
act. 

(c) The Director and Deputy Director 
of the Bureau of Radiological Health, 
and the Director of the Division of Com¬ 
pliance of that Bureau may, under sec¬ 
tion 360B*b> of the Public Health Serv¬ 
ice Act, exempt persons from issuing a 
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certification as required by section 358 
<h> of the act, lor electronic products 
imported Into the United States for test¬ 
ing, evaluation, demonstration, or train¬ 
ing, which will not be introduced into 
commerce and upon completion of their 
function, will be destroyed or exported 
in accord with Bureau of Customs regu¬ 
lations. 

<d) The Regional Food and Drug Di¬ 
rectors, Deputy Regional Food and Drug 
Directors, and District Directors are au¬ 
thorized to exercise all of the functions 
of tlic Commissioner of Food and Drugs 
under section 362 of the Public Health 
Service Act (42 U.S.C. 265) that relate to 
the prohibition of the introduction of 
foods, drugs, devices, cosmetics, and elec¬ 
tronic products and other items or prod¬ 
ucts regulated by the Food and Drug Ad¬ 
ministration into the United States when 
it is determined that it is required in the 
interest of public health, and such func¬ 
tions relate to the law enforcement func¬ 
tions of the Food and Drug Adminis¬ 
tration. 

S 5.23 Delegation* regarding rertifira- 
tion of true copies and u*c of Depart¬ 
ment seal. 

ift) The following officials arc author¬ 
ized to certify true copies of or extracts 
from any books, records, papers, or other 
documents on file within the Food and 
Drug Administration, to certify that 
copies are true copies of the entire file, 
to certify the complete original record, 
or to certify the nonexistence of records 
on file within the Administration, and to 
cause the seal of the Department to be 
affixed to such certifications: 

(1) Associate and Deputy Associate 
Commissioners. 

(2) Assistant and Deputy Assistant 
Commissioners. 

(31 Director of the Executive Secre¬ 
tariat. 

(4> Director and Deputy Director of 
the Office of Legislative Services. 

(5) The FDA Regulations Officer and 
the Federal Register Liaison Officer and 
their alternates of the Office of the Asso¬ 
ciate Commissioner for Compliance. 

(6) Directors and Deputy Directors 
of Bureaus and Executive Director and 
Deputy Executive Director of Regional 
Ope rat ions. 

<7> Director of the Office of Planning 
and Evaluation, the Associate Director 
and Deputy Associate Director for Com¬ 
pliance, and the Directors of the Divi¬ 
sions of: Methadone Monitoring; Drug 
Product Quality; Drug Labeling Compli¬ 
ance; and Drug Manufacturing of the 
Bureau of Drugs. 

(8) Associate Director for Manage¬ 
ment, the Associate Director and Deputy 
Associate Director for Compliance, and 
the Directors of the Divisions of: Regu¬ 
lator Guidance; Food Technology; and 
rod Service of the Bureau of Foods. 

(»> Associate Director and the Direc¬ 
tor of the Division of Compliance of the 
Bureau of Biologies. 

.. DAr ector and Deputy Director of 
ine Division of Compliance of the Bureau 
Veterinary Medicine. 


mu 


(11) Associate Director for Adminis¬ 
tration of the Bureau of Radiological 
Health, and the Director of the Division 
of Compliance of that Bureau. 

(12) Assistant Director for Program 
Operations and the Director of the Di¬ 
vision of Compliance of the Bureau of 
Medical Devices and Diagnostic Products. 

(b) The following officials ax*e author¬ 
ized to cause the seal of the Department 
to be affixed to agreements, awards, cita¬ 
tions, diplomas, and similar documents. 

<11 Associate and Deputy Associate 
Commissioners. 

(2) The Director of the Division of 
Personnel Management of the Office of 
Administration and the Chief of the 
Career Development and Training 
Branch of that Division and Office. 

(c) The Federal Register Writer and 
his alternates of the Office of Compliance 
are authorized to certify true copies of 
Federal Register documents. 

§5.21 Delegation* regarding di*cIo*urc 
of official record*. 

4 (a) The following officials are author¬ 
ized to make determinations to disclose 
official records and InformaUon In 
accordance with Part 4 of tills chapter. 

(1 > The Director and Deputy Director 
of the Bureau of Drugs, and the Asso¬ 
ciate Director and Deputy Associate Di¬ 
rector for Compliance and the Directors 
of the Divisions of: Methadone Monitor¬ 
ing; Drug Product Quality; Drug Label¬ 
ing Compliance; and Drug Manufactur¬ 
ing of that Bureau. 

< 2) The Director and Deputy Director 
of the Bureau of Foods, and the Associate 
Director and Deputy Associate Director 
for Compliance and the Director of the 
Division of Regulatory Guidance of that 
Bureau. 

(3) The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that 
Bureau. 

<4> The Director and Deputy Director. 
Bureau of Radiological Health, and the 
Director of the Division of Electronic 
Products and the Director of the Division 
of Compliance, of that Bureau. 

(5) The Director and Deputy Director 
of the Bureau of Biologies, and the As¬ 
sociate Director and the Director of the 
Division of Compliance of that Bureau. 

(8) The Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director of 
the Division of Compliance of that 
Bureau. 

(b> The Chief of the Drug Listing 
Branch of the Division of Drug Labeling 
Compliance of the Bureau of Drugs is 
authorized to sign affidavits regarding 
the presence or absence of records of 
Registration of Drug Establishments. 

<c) The Chief of the Records Section 
of the Administrative Services Branch, 
Division of Management Services, Office 
of Administration, is authorized to sign 
affidavits regarding the presence or 
absence of records in the flies of that 
section. 


§ 5.25 Delegation* regarding certifica¬ 
tion of color additive*. 

The Director and Deputy Director of 
the Bureau of Foods, the Associate Di¬ 
rector and Deputy Associate Director for 
Technology, and the Director and Deputy 
Director of the Division of Color Tech¬ 
nology of that Bureau are authorized to 
certify batches of color additives for use 
in foods, drugs, or cosmetics, under sec¬ 
tion 706 of the Federal Food, Drug, and 
Cosmetic Act. 

§ 5.2(» Delegation* regarding certifica¬ 
tion of imuiin. 

The Director, Deputy Director, and the 
Associate Director and Deputy Associate 
Director for Compliance of the Bureau 
of Drugs, the Director and Deputy Di¬ 
rector of the Division of Drug Product 
Quality of that Bureau, and the Chief 
and Assistant Chief of the Certification 
Services Branch of that Division and 
Bureau are authorized to certify or reject 
batches of drugs containing insulin, pur¬ 
suant to section 506(a) of the Federal, 
Food. Drug, and Cosmetic Act. 

§ 5.27 Delegation* regarding certifica¬ 
tion of antibiotic drug*. 

The Director. Deputy Director, and 
the Associate Director and Deputy Asso¬ 
ciate Director for Compliance of the 
Bureau of Drugs, the Director and Dep¬ 
uty Director of the Division of Drug 
Product Quality of that Bureau, and the 
Chief and Assistant Chief of the Certifi¬ 
cation Services Branch of that Division 
and Bureau are authorized to certify 
or reject batches of antibiotic drugs, or 
any derivative of these drugs, pursuant 
to sections 507(a) and 512(n> of the Fed¬ 
eral Food. Drug, and Cosmetic Act. 

§ 5.28 Delegation* regarding approved 
new animal drug applications and 
approved new animal drug applica¬ 
tion supplements for new aniinsl 
drug*. 

The Director of the Bureau of Veter¬ 
inary Medicine is authorized to perform 
all the functions of the Commissioner of 
Food and Drugs with regard to the ap¬ 
proval of new animal drug applications, 
and new animal drug application supple¬ 
ments, for new animal drugs submitted 
pursuant to section 512 of the Federal 
Food. Drug, and Cosmetic Act. The Di¬ 
rector of the Division of Veterinary 
Medical Review of the Bureau of Veter¬ 
inary Medicine Ls authorized to perform 
for functions of the Commissioner with 
regard to the approval of applications 
for animal feeds containing new animal 
drugs. 

§ .5.29 Delegation* regarding appro*id 
of new-drug application* and new- 
drtig application supplement* for 
drug* for human u*e« 

(a) The Director. Deputy Director, and 
Associate Director for New Drug Evalua¬ 
tion of the Bureau of Drugs are author¬ 
ized to perform all the functions of the 
Commissioner of Food and Drugs with 
regard to the approval of new-drug ap¬ 
plications and new-drug application sup¬ 
plements which are for drugs for human 
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use and have been submitted pursuant 
to section 505 of the Federal Food. Drug, 
and Cosmetic Act. 

<b> The Directors of the Divisions of: 
Anti-Infective Drug Products; Cardio- 
Renal Drug Products; Surgical-Dental 
Drug Products; Metabolism and Endo¬ 
crine Drug Products; Neuropharmaco- 
logical Dx-ug Products; Oncology and 
Radiopharmaceutical Drug Products; 
and Drug Advertising of the Bureau of 
Drugs are authorized to perform all the 
functions of the Commissioner with re¬ 
gard to the approval of new-drug appli¬ 
cation supplements which are for drugs 
for human use and have been submitted 
pursuant to section 505 of the Federal 
Food, Drug, and Cosmetic Act. 

§ 5.30 Delegation* regarding i«.«unnre of 
notiec* relating to proposal* to refuse 
approval or to withdraw appro* al of 
new drug application* and new drug 
application supplement* for drug* 
for human u*c. 

The Director of the Bureau of Drugs 
Is authorized to issue notices of an op¬ 
portunity for a hearing on proposals to 
refuse approval or to withdraw approval 
of new drug applications and new drug 
application supplements for drugs for 
human use submitted pursuant to sec¬ 
tion 505 of the Federal Food. Drug, and 
Cosmetic Act and to issue notices of 
denial or withdrawal of approval when 
opportunity for hearing has been waived 

§ 5.31 Delegation regarding designation 
of official master and working stand¬ 
ards for antibiotic drugs. 

The Director. Deputy Director, and 
Associate Director for Pharmaceutical 
Research and Testing of the Bureau of 
Drugs, and the Director of the National 
Center for Antibiotics Analysis of that 
Bureau are authorized to designate offi¬ 
cial Food and Drug Administration mas¬ 
ter and working standards for antibiotic 
drugs under 1 430.5 of this chapter. 

§ 5.32 Delegation* regarding emergency 
function*. 

Each Regional Food and Drug Director 
is authorized, during any period when 
normal channels of direction are dis¬ 
rupted between the Food and Drug Ad¬ 
ministration headquarters and his region, 
to fully represent the Food and Drug 
Administration within his region in con¬ 
sonance with the Department of Health. 
Education, and Welfare regional emer¬ 
gency plans and to exercise the authority 
of the Commissioner for supervision of 
and direction to all Food and Dx*ug Ad¬ 
ministration activities and use of re¬ 
sources within his region for continuity 
and for Federal Emergency Health Serv ¬ 
ice operations. These same officials are 
authorized to provide In Regional Emer¬ 
gency Plans for the delegation of Food 
and Drug Administration regional au¬ 
thorities to heads of field activities when 
such activities arc cut off from national 
and regional headquarters. 

§ 5.33 Delegation* regarding enforce¬ 
ment activities. 

(a) Duly appointed and authorized in¬ 
spectors. officers, and employees of the 


Food and Drug Administration who have 
been issued the Food and Drug Adminis¬ 
tration official credentials consisting of 
FD Form 200a entitled “Identification 
Record’* and FD Form 200b entitled 
“Specification of General Authority’’ are 
designated by the Commissioner of Food 
and Drugs: 

(1) To conduct examinations, inspec¬ 
tions. and Investigations; to collect and 
obtain samples; to have access to and 
to copy and verify records; and to super¬ 
vise compliance operations, for the en¬ 
forcement of the Federal Food. Drug, and 
Cosmetic Act. the Fair Packaging and 
Labeling Act, the Federal Caustic Poison 
Act, the Import Milk Act, the Filled Milk 
Act. the Tea Importation Act. the Radia¬ 
tion Control for Health and Safety Act 
of 1968. and section 361 of the Public 
Health Service Act. 

(2) To administer oatiis and affirma¬ 
tions under section 1 of the Act of Jan¬ 
uary 31. 1925 (Ch. 124. 43 Stat. 803); 
sections 12 to 15 of Reorganization Plan 
No. IV. effective June 30. 1940; and Re¬ 
organization Plan No. 1 of 1953, effective 
April 11. 1953. 

(b) Duly appointed and authorized 
inspectors, officers, and employees of the 
Food and Drug Administration who have 
been issued the Food and Drug Adminis¬ 
tration official credentials consisting of 
FD Form 200a entitled "Identification 
Record” and FD Form 200c entitled 
“Specification of General and Special 
Authority" are designated by the Com¬ 
missioner of Food and Drugs: 

(1) To perform the duties enumerated 
in paragraph (a) (1) and (2) of this 
section. 

(2) As officers and employees having 
the authority to request and the author¬ 
ity to have access to and copy and verify 
records and reports required by sections 
505 (i> and (j). 507 <d) and (g). and 
512 (I) and (m> of the Federal Food, 
Drug, and Cosmetic Act (21 UjS.C. 355 
<i) and (j), 357 <d> and <g>, and 360b 
(1) and <m)). 

(c) The Food and Drug Administra¬ 
tion official credentials referred to in 
paragraphs (a) and (b) of this section 
are described as follows: 

(1) FD Form 200a entitled “Identifica¬ 
tion Record” bears a color photograph, 
description, and signature of the bearer, 
an identification number, an expiration 
date, the Department of Health, Educa¬ 
tion, and Welfare seal with blue imprint 
centered to the left of the photograph 
and the Food and Drug Administration 
symbol centered to the right of the photo¬ 
graph. 

(2) FD Form 200b entitled “Specifica¬ 
tion of General Authority” bears the 
holder’s name, his general authority, an 
identification number, an expiration 
date, and the Commissioner’s signature. 

(3) FD Form 200c entitled "Specifica¬ 
tion of General and Special Authority" 
bears the holder’s name, his general and 
special authority, an Identification num¬ 
ber, an expiration date, and the Com¬ 
missioner’s signature and Is superimposed 
in the lower right comer with a red. 
white. and blue stripe Imprint. 


i4> Both FD Form 200b and FD Form 
200c bear the name of the Department 
of Health, Education, and Welfare, Pub¬ 
lic Health Service, and Food and Drufr 
Administration and are superimposed 
with the Department seal with blue im¬ 
print. 

(d» The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to refuse admission of non¬ 
complying electronic product imports 
and to notify the Secretary of the Treas¬ 
ury of such refusal under section 360(a) 
of the Public Health Service Act and 
are authorized to refuse or to grant per¬ 
mission and time extensions to bring 
such products into compliance, and are 
authorized to supervise or designate nn 
official to supervise such operations 
under section 360(b) of the act. 

(e> The Director and Deputy Director 
of the Bureau of Radiological Health and 
the Director of the Division of Compli¬ 
ance of that Bureau are authorized to 
perform all of the functions of the Com¬ 
missioner of Food and Drugs under sec¬ 
tion 360A(a) of the Public Health Serv¬ 
ice Act relating to electronic product 
safety’ and inspection of electronic prod¬ 
uct manufacturers’ premises, and to per¬ 
form all of the functions of the Commis¬ 
sioner of Food and Drugs under section 
360A(b) of the act relating to the estab¬ 
lishment. maintenance, and Inspection of 
electronic product manufacturer*’ rec¬ 
ords. 

(f) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to designate officials to make 
accident and investigation reports under 
section 360A<d) of the Public Health 
Service Act. 

<g) The Director, Deputy Director, and 
Associate Director of the Bureau of Bio¬ 
logies and the Director of the Division of 
Compliance of that Bureau may author¬ 
ize. pursuant to section 351(c) of the 
Public Health Service Act (42 U.8.C. 262 
<c)>, any officer, agent, or employee to 
enter and inspect any establishment 
which is subject to the provisions of sec¬ 
tion 351 of the act (42 U.8.C. 262). 

§ 5.34 Delegations regarding rertifira- 

lion following inspections. 

Regional Pood and Drug Director*. 
Deputy Regional Food and Drug Direc¬ 
tors. and District Directors ore author¬ 
ized to issue certificates of sanitation 
under 42 CFR 72.181. 

§ 5.35 Delegation* regarding grant* anil 

fellow*) tip*. 

(a) The Associate and Deputy Asso¬ 
ciate Commissioner for Science arc au¬ 
thorized to approve or disapprove all 
applications for grants and fellowships 
and to select officials to serve as program 
managers to exercise scientific oversight 
and to monitor grantee progress. 

(b) The Associate and Deputy Asso¬ 
ciate Commissioner for Administration 
and the Director and Deputy Director of 
the Division of Contracts and Grants 
Management of the Office of the Associ¬ 
ate Commissioner for Administration are 
authorized to execute grant awards upon 
approval by the Associate or Deputy As- 
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social^ Commissioner for Science under 
.sections 301. 308. 311. and 356 of the 
Public Health Service Act. and to notify 
grantees of officials who will serve as the 
FDA program manager for their grant. 

§ 5.36 Delegation regarding U%iuinrr, 
amendment, or repeal of regulation* 
pertaining to antibiotic drug* for 
human u*e. 

The Director and Deputy Director of 
the Bureau of Drugs and the Assistant 
Director for Regulatory Affairs are au¬ 
thorized to perform all of the functions 
of the Commissioner of Pood and Drugs 
under section 507 of the Federal Food, 
Drug, and Cosmetic Act regarding the is¬ 
suance. amendment, or repeal of regula¬ 
tions pertaining to antibiotic drugs for 
human use. 

§ 3.37 Delegation regarding imuavkt of 
not ire* of filing of petitions and no¬ 
tice* of pro|»o«cd rulemaking pertain¬ 
ing to food standard*, food additive*, 
and color additive*. 

The Director of the Bureau of Foods Is 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
under sections 401, 409. and 706 of the 
Federal Food, Drug, and Cosmetic Act 
regarding the issuance of notices of filing 
of petitions and notices of proposed rule- 
making pertaining to food standards, 
food additives, and color additives. 

| 5.38 Delegation* regarding termina¬ 
tion of exemption* for new drug* for 
invrMigalionn! u*e in human being*, 
in laboratory research animal* or in 
vitro tc*t*, or in unimaD. 

(a> The Director and Deputy Director 
of the Bureau of Drugs are authorized 
to perform all the functions of the Com¬ 
missioner of Food and Drugs with regard 
to the termination of exemptions for new 
drugs for investigational use in human 
beings under $ 312.1 and in laboratory 
research animals or In vitro tests under 
1312.9 of this chapter, except those 
which pertain to a biological product 
subject to the licensing provisions of sec¬ 
tion 351 of the Public Health 8 ervlce Act 
(42 U.8.C. 262). The Associate Director 
and Deputy Associate Director for New 
Drug Evaluation and the Directors of the 
Divisions of: Anti-Infective Drug Prod¬ 
ucts; Cardio-Renal Drug Products: Sur¬ 
gical-Dental Drug Products; Metabolism 
and Endocrine Drug Products: Neuro- 
Pharmacologlcal Drug Products; and 
Oncology and Radiopharmaceutical Drug 
Products of the Bureau of Drugs arc au¬ 
thorized to notify sponsors and invite 
correction prior to termination action on 
such exemptions. 

(b) The Director. Deputy Director, and 
Associate Director of the Bureau of Bio¬ 
logies are authorized to perform all the 
muttons of the Commissioner of Food 
and Drugs with regard to the termina¬ 
tion of those exemptions for new drugs 
tor Investigational use in human beings 
under | 312.1 and In laboratory research 
4 ? or vltro under 5 312.9 of 
uns chapter pertaining to a biological 
product subject to the licensing provl- 
mom of section 351 of the Public Health 
Service Act (42 U. 8 .C. 262). 
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<c> The Director and Deputy Director 
of the Bureau of Veterinary Medicine are 
authorized to perform aU the functions 
of the Commissioner of Food and Drugs 
with regard to’the termination of exemp¬ 
tions for new animal drugs for investiga¬ 
tional use in animals under (511.1 of tills 
chapter. 

§ 5.39 Delegation* regarding detention 
of meat. poultr>, egg*, and relaletl 
product*. 

The Regional Food and Drug Directors. 
Deputy Regional Food and Drug Direc¬ 
tors. and District Directors are author¬ 
ized to perform and to designate other 
officials to perform all the functions of 
the Commissioner of Food and Drugs 
under: 

<a> Section 409(b) of the Federal Meat 
Inspection Act (21 UB.C. 679(b)) which 
relate to the detention of any carcass, 
part thereof, meat, or meat product of 
cattle, sheep, swine, goats, or cquines. 

<b) Section 24(b) of the Poultry Prod¬ 
ucts Inspection Act (21 U. 8 .C. 467f(b)) 
which relate to the detention of any 
poultry carcass, part thereof, or poultry 
product. 

(c) The Egg Products Inspection Act 
(21U.S.C. 1031 et scq.i 

§ 3.10 Delegation* regarding approvul 
of *rhool* providing food-proec*»ing 
instruction. 

The Director and Deputy Director of 
the Bureau of Foods are authorized to 
perform all of the functions of the Com¬ 
missioner of Food and Drugs under 
I 128b.10 of this chapter regarding the 
approval of schools giving Instruction In 
retort operations, processing systems op¬ 
erations. aseptic processing and pack¬ 
aging systems operations, and container 
closure inspections. 

§ 5.41 Delegation* regarding Uiuanrf of 
report* of minor viola lion*. 

(a) The following officials are author¬ 
ized to perform all the functions of the 
Commissioner of Food and Drugs under 
section 306 of the Federal Food, Drug, 
and Cosmetic Act regarding the issuance 
of written notices or warnings: 

(1) The Director and Deputy Director 
of the Bureau of Drugs and the Associ¬ 
ate Director and Deputy Associate Direc¬ 
tor for Compliance of that Bureau. 

(2) The Director and Deputy Director 
of the Bureau of Foods and the Associate 
Director and Deputy Associate Director 
for Compliance of that Bureau. 

(3) The Director and Deputy Director 
of the Bureau of Veterinary Medicine 
and the Director and Deputy Director of 
the Division of Compliance of that Bu¬ 
reau. 

(4) The Director and Deputy Director 
of the Bureau of Medical Devices and 
Diagnostic Products and the Director of 
the Division of Compliance of that Bu¬ 
reau. 

(5) The Director and Deputy Director 
of the Bureau of Biologies, and the Asso¬ 
ciate Director and the Director of the 
Division of Compliance of that Bureau. 

(b) The Director and Deputy Director 
of the Bureau of Radiological Health are 
authorized to perform all the functions 
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of the Commissioner of Food and Drugs 
under section 360C<d) of the Public 
Health Service Act regarding the issu¬ 
ance of written notices or warnings. 

§ 5.42 Delegation* relating to granting 
mid vtilbdravring variance* from per¬ 
formance «tandard» for clcetronie 
product*. 

The Director and Deputy Director of 
the Bureau of Radiological Health arc 
authorized to grant and withdraw vari¬ 
ances from the provisions of perform¬ 
ance standards for electronic products 
established in Subchaptor J of this 
chapter. 

§ 5.43 Delegation* relating to exemp¬ 
tion* from performance Mnndurd* for 
electronic product*. 

The Director of the Bureau of Radio¬ 
logical Health is authorized to exempt 
from performance standards any elec¬ 
tronic product intended solely or pre¬ 
dominantly for departments or agencies 
of the United States under section 358 
(a) (5) of the Public Health Service Act. 

§ 5.44 Delegation* relating to testing 
program* and method* of rectifica¬ 
tion and identification for electronic 
product*. 

The Director and Deputy Director of 
the Bureau of Radiological Health and 
the Dirctor of the Division of Compli¬ 
ance of that Bureau are authorized to 
review and evaluate industry testing pro¬ 
grams under section 358(g) of the Public 
Health Service Act, and to approve or 
disapprove alternate methods of certifi¬ 
cation and identification and to disap¬ 
prove testing programs upon which 
certification is based under section 
358(h) of the act. 

§ 5.45 Delegation* rrluting to notifica¬ 
tion of defect* in, and repair or re¬ 
placement of, electronic product*. 

The Director and Deputy Director of 
the Bureau of Radiological Health arc 
authorized to perform all the functions 
of the Commissioner of Food and Drugs 
relating to notification of defects In. and 
repair or replacement of. electronic 
products under section 359 of the Public 
Health Service Act and under M 1003.11, 
1003.22, 1003.31, 1004.2. 1004.3, 1004.4. 
and 1004.6 of this chapter. The Director 
of the Division of Compliance of the Bu¬ 
reau of Radiological Health Is authorized 
to notify manufacturers of defects In, 
and noncompliance of, electronic prod¬ 
ucts under section 359 (e) of the Public 
Health Service Act. 

§ 5.16 Delegation- rrluting In manufac¬ 
turer** resident import agent*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to reject manufacturers* 
designations of resident Import agents 
pursuant to I 1005.25(b) of this chapter. 

§ 5.47 Delegation* relating to requiring 
manufacturer* to provide data to ulti¬ 
mate purchaser* of electronic prod¬ 
uct*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to require manufacturers to 
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provide performance and technical data 
to the ultimate purchaser of electronic 
products under section 360Afc) of the 
Public Health Sendee Act. 

§ 5.48 Delegation* * relating to dirreting 
dealer* nnd distributor* of electronic 
product* to provide data to manufac¬ 
turer*. 

The Director and Deputy Director of 
the Bureau of Radiological Health and 
the Director of the Division of Compli¬ 
ance of that Bureau and the Regional 
Pood and Drug Directors are authorized 
to direct dealers and distributors of elec¬ 
tronic products to furnish information 
on first purchasers of such products to 
the manufacturer of the product under 
section 360A< f) of the Public Health 
Service Act. 

§ 5.49 Delegation* relating lo acceptance 
of a**i»taner from Slate and local au¬ 
thorities for enforcement of radiation 
control legislation and regulation*. 

The Director and Deputy Director of 
the Bureau of Radiological Health are 
authorized to accept assistance from 
State and local authorities engaged in 
activities related to health or safety 
or consumer protection on a reimburs¬ 
able basis or otherwise, under section 
360E of the Public Health Service Act. 

§ 5.50 Delegation* regarding imiuhkc 
and revocation of license* for the 
propagation or manufacture and 
preparation of biological product*. 

The Director and Deputy Director of 
the Bureau of Biologies and the Associate 
Director of that Bureau are authorized 
to issue licenses under section 351 of the 
Public Health Service Act (42 U.aC. 262 > 
for propagation or manufacture and 
preparation of biological products as 
specified in the act, and to revoke such 
licenses at Lite manufacturer s request. 

Subpart C—Organization 

g 5.100 Headquarter*. 

The central organization of the Food 
and Drug Administration consists of the 
following: 

omrt or thi oommishionxx * 

Commissioner of Food and Drugs. 

Deputy Commissioner. 

Administrative Law Judge. 

Associate Commissioner for Compliance 
Hearing Clerk. 

Associate Commissioner for Medical Affairs. 
Associate Commissioner for Science. 

Associate Commissioner for Administration. 
Assistant Commissioner for Public Affairs. 
Assistant Commissioner for Planning and 
Evaluation. 

Asa Is taut Commissioner for Professional and 
Consumer Programs. 

BUSJUU or BIOLOGIC* • 

Office of the Director. 

Division of Compliance. 

Division of Virology. 

Division of Blood and Blood Products. 
Division of Control Activities. 

Division of Pathology. 

Division of Bacterial Products. 


1 Mailing address: 5600 Fishers Lane, Rock- 
vlllo. \1D 20862. 

• Mailing address: 8800 Rockville Pike. 

Bethcsda, MD 20014. 


BUSESU or MUGS 1 

Office of the Director 

Office of Planning and Evaluation. 

Associate Director for Drug Monographs. 
Division of OTC Drug Evaluation. 

Division of BiopharmseeuUcs. 

Division of Oenerlc Drug Monographs. 
Associate Director for Biometrics and Epi¬ 
demiology. 

Division of Biometrics. 

Division of Poison Control. 

Division of Drug Experience. 

Associate Director for Compliance. 

Division of Methadone Monitoring. 

Division of Drug Product Quality. 

Division of Drug Labeling Compliance. 
Division of Drug Manufacturing. 

Associate Director for Pharmaceutical Re¬ 
search and Testing. 

Division of Drug Biology. 

Division of Drug Chemistry, 

National Center for Antibiotics Analysis. 
National Center for Drug Analysis. 

Associate Director for New Drug Evaluation. 
Division of Antl-Infectlvc Drug Products. 
Division of Cardlo-Renal Drug Products. 
Division of Surgical -Dental Drug Product*. 
Division of Metabolism and Endocrine Drug 
Products. 

Division of Kcuropharmacologlcal Drug Prod¬ 
ucts. 

Division of Oncology and Radiopharmaceu¬ 
tical Drug Products. 

Division of Drug Advertising. 

Associate Director for Information 8ysterns. 
Division of Drug Information Resources. 
Division of Information Systems Design. 
Medical Library. 

HTTXXAU OV FOOO* • 

Office of the Director. 

Associate Director for Compliance. 

Division or Regulatory Guidance. 

Division of Compliance Programs. 

Division of Industry Programs. 

Division of Pood and Color Additives. 
Associate Director for Sciences. 

Division of Chemistry and Physics. 

Division of Toxicology. 

Division of Pathology. 

Division of Microbiology. 

Division of Mathematics. 

Associate Director for Technology. 

Division of Pood Technology. 

Division of Chemical Technology. 

Division of Color Technology. 

Division of Cosmetics Technology. 

Associate Director for Nutrition and Con¬ 
sumer Sciences. 

Division of Consumer Studies. 

Division of Food Service. 

Division of Nutrition. 

BUSJUU or MEDICAL DEVICES AND 
DIAGNOSTIC FSOOUCTSl 

Office of the Director. 

Division of Compliance. 

Division of Diagnostic Product Standard! and 
Research. 

Division of Medical Device Standards and 
Research. 

Division of Classification and Scientific 
Evaluation. 

BUEEAU or SADIOLOGICAL HEALTH 1 

Office of the Director. 

Division of Compliance. 

Division of Biological Effects. 

Division of Electronic Products. 

Division of Radioactive Materials and Nu¬ 
clear Medicine. 

Division of Training and Medical Applica¬ 
tions. 


•Mailing address: 200 C 8t 8W^ Wash¬ 
ington. D C. 20204. 


sumiau or vetesjwaet medicine * 

Office of the Director. 

Division of Compliance. 

Division of New Animal Drugs. 

Division of Nutritional Sciences. 

Division of Veterinary Medical Review. 
Division of Veterinary Research. 

executive nnucevo* or esgzonal omuTToss» 

Office of the Executive Director. 

Division of Field Operations. 

Division of Planning and Analysis. 

Division of Federal-State Relations. 

national cento roa toxicological 

KSaSAlCH 4 

Office of the Director, 

Office of Plans. Program!, and Systems. 
Associate Director for Operations. 

Division of Animal Husbandry. 

Division of Diagnostics. 

Division of Diet Preparation. 

Division of Faculties Engineering and Main¬ 
tenance. 

Division of Chemistry. 

Associate Director for Pathology. 

Division of His top Ethology. 

Division of Cltnlcat Pathology. 

Division of Pathology Research. 

Associate Director for Toxicology. 

Division of Acute/Suhacute Studies. 

Division of Chronic Studies. 

Division of Teratogenic Research. 

Division of Mutagenic Research, 

Division of Comparative Pharmacology. 

8 5.105 Oticf (eontrl for the Food and 
Drag Administration and 
Central Counsel for Food and Drugs, 
Office of General (eamrl, Depart- 
men I of lienltli, Education, nnd Wtl- 
fare. 

Chief Counsel for the Food and Drug 
Administration and Assistant Genentl 
Counsel for Food and Drugs. Room 6-57, 
5600 Fishers Lane, Rockville. MD 20852. 

§ 5.110 FDA Public Itccnrd* and Docu¬ 
ment* (lenlrr. 

The FDA Public Records and Docu¬ 
ments Center. HFC-18. Is located in Rm. 
4-62. Park lawn Bldg., 5600 Fishers Lor.r. 
Rockville, MD 20652. Telephone: 301- 
443-6310. 

§ 5.111 FDA Hearing Clerk. 

The FDA Hearing Clerk, HFC-20. is 
located In Rm. 4-65, Parklawn Bull din*, 
6600 Fishers Lane, Rockville. MD 20852. 
Telephone: 301-443-1753 

8 5.115 Field structure. 

Region I 

Regional Field Office: 686 Commercial Street, 
Boston. MA 02100. 

District Office: 586 Commercial Street. Bos* 
ton. MA 02109. 

Winchester Engineering and Analytical Cen¬ 
ter: 100 Holton 8trcct. Winches*.©". MA 
01890. 

Region n 

Regional Field Office: 860 Third Avenue. 
Brooklyn, NY 11232. 

District Office: 860 Third Avenue. Brooklyn. 
NY 11232. 

District Office: 699 Delaware Avenue. Buf¬ 
falo. NY 14202. 

District Office: Room 831, 070 Broad Street. 
Newark. NJ 07102. 

District Office: Post Office Box 8-4427. San 
Juan Station, San Juan. PR 00906. 

* Mailing address: Jefferson. AR 72079. 
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Regional Field Office: Room 1204. Second and 
Chestnut Streets, Philadelphia, PA 19106. 
District omce: Room 1204. Second and Chest- 
nut Streets, Philadelphia, PA 19106. 

District Office: 900 Madison Avenue. Balti¬ 
more. MD 21201. 

Region IV 

Regional Field Omce: 880 West Peachtree 
Street, Atlanta. OA 30309. 

District Office: 880 West Peachtree Street. 
Atlanta. OA 30309. 

District Office: 297 Plus Park Boulevard. 
Nashville, TN 37217. 

District Office: Poet Office Box 118. Orlando. 
FI. 32802. 

Region V 

Regional Field Office: Room A-1945. 175 West 
Jackson Boulevard. Chicago. IL 60607. 
District Office: Room 1222, 433 West Van 
Buren Street. Chicago, IL 60607. 

District Omce: 1141 Central Parkway. Cin¬ 
cinnati. OH 45202. 

District Office: 1560 Bast Jefferson Avenue. 
Detroit. MX 48207 

District Office: 240 Hennepin Avenue, Min¬ 
neapolis. MN 65401. 

Minneapolis Center for Microbiological In¬ 
vestigations: 240 Hennepin Avenue. Min¬ 
neapolis. MN 55401. 

Region VI 

Regional Field Office: 3032 Bryan Street. 
Dallas. TX 75204 

District Office: 3032 Bryan Street. Dallas, TX 
75204. 

District Office: Room 222. 423 Canal Street. 
New Orleans. LA 70130. 

Houston Section: Room 413. 201 Fannin 
Street. Houston. TX 77002. 

Region VTI 

Regional Field Office: 1009 Cherry 8treet. 

Kansas City. MO 64106. 

District Office: 1009 Cherry Street, Kansas 
City. MO 04106. 

Region VIII 

Regional Field Office: 721 19th Street. US, 
Customhouse, Denver, CO 80202. 

District Office: 721 19th Street, UB. Custom¬ 
house. Denver. CO 80202. 

Region IX 

Regional Field Office. Room 518. 50 Fulton 
Street. San Francisco. CA 94102 
District Office: Room 618. 50 Fulton Street, 
8an Francisco. CA 94102. 

District Office: 1621 West Pico Boulevard. Los 
Angeles. CA 00016. 

Region X 

Regional Field Office: Room 5003. 909 First 
Avenue, Seattle. WA 08174 
District Office: Room 5003, 009 First Avenue. 
Seattle, WA 98174. 


PART 6—ENVIRONMENTAL IMPACT 
CONSIDERATIONS 

§ 6*4 ( Intended J 

5. In Part 6, by amending g 6.4(a) (2) 
to change the reference to **g 2.121” to 
read “Subpart B of Part 5". 


PART 8—COLOR ADDITIVES 

6 . In Part 8 f 8.12 Lh revised to read as 

follows: 

®*12 Advisory committer on the ap¬ 
plicability of the anlieanrer clause. 

All requests for and procedures gov¬ 
erning any advisory committee on the 
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anticancer clause shall be subject to the 
provisions of Subport D of Part 2, and 
particularly fg 2.360 through 2.364, of 
this chapter. 

§£8.13,8.11 l Revoked]. 

7. Sections 8.13 and 8.14 are revoked. 

8 . Sections 8.18 and 8.19 are revised to 
read as follows: 

§ 8.18 Petition for exemption from cer¬ 
tification. 

A manufacturer, packer, or distributor 
of a color additive or color additive mix¬ 
ture may petition for an exemption from 
certification pursuant to Part 2 of this 
chapter. Any such petition shall show 
why such certification is not necessary 
for the protection of public health. 

§8.19 Procedure for objection* and 
hearing*. 

(a) Objections and hearings relating 
to color additive regulations under sec¬ 
tions 706 (b) and (c) of the act shall be 
governed by Part 2 of this chapter. 

<b> The fees specified in X 8,50 shall 
be applicable. 

§§ 8.20,8.21 | Revoked}* 

9. Sections 8.20 and 8.21 are revoked. 

10. Section 8.27 Is amended by adding 
a sentence at the end of paragraph <b> 
to read as follows: 

§ 8.27 Ortifiralion. 

* • • • • 

<b) • • • Any person who contests 
such refusal shall liave an opportunity 
for a regulatory hearing before the Pood 
and Drug Administration pursuant to 
Subpart P of Part 2 of this chapter. 

11. Section 8.28(b) is revised to read 
as follows: 

§ 8.28 Authority to refuse certification 
ocrvicc. 


(b) Any person who contests suspen¬ 
sion of service shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of tills chapter. 

12. Section 8.33 is amended by adding 
a sentence at the end of paragraph <a) 
to read os follows: 

§ 8.33 Kxcmption of color additive* for 
imcfrligctlkmal u«‘. 

(a) • • • Any person who contests a 
refusal to grant such authorization shall 
have an opportunity for a regulatory 
hearing before the Pood and Drug Ad¬ 
ministration pursuant to Subpart F of 
Part 2 of this chapter. 

§ • • • * • 


PART 10—DEFINITIONS AND 
STANDARDS FOR FOOD 

13. In Part 10. $ 10.2 Is revised to read 
as follows: 

§ 10.2 Procedure for cxlabltvliing a food 
»tandard. 

(a) The procedure for establishing a 
food standard under section 401 of the 
act shall be governed by Part 2 of this 
chapter. 


(b) Any petition for a food standard 
shall show that the proposal If adopted, 
would promote honesty and fair dealing 
In the interest of consumers. 

<c> Any petition for a food standard 
shall assert that the petitioner commits 
himself to substantiate the information 
in the petition by evidence in a public 
hearing, if such a hearing becomes nec¬ 
essary. 

<d> If a petitioner fails to appear, or 
to substantiate the information in his 
petition, at a public hearing on the mat¬ 
ter. the Commissioner may either Cl) 
withdraw the regulation and terminate 
the proceeding or (2) if he concludes 
that it is in accordance with the require¬ 
ments of section 401 of the act, continue 
the proceeding and introduce evidence to 
substantiate such information. 

14. A new paragraph (1) is added to 
ft 10.5 to read as follows: 

§ 10.5 Temporary permits for inlrratate 
shipment of experimental packs of 
food varying from the requirements 
of definitions and standards of iden¬ 
tity. 

• • • • • 

(1) Any person who contests denial, 
modification, or revocation of a tempo¬ 
rary permit shall have an opportunity for 
a regulatory hearing before the Pood and 
Drug Administration pursuant to Sub¬ 
part P of Part 2 of this chapter. 


PART 11—STANDARDS OF QUALITY FOR 
FOODS FOR WHICH THERE ARE NO 
STANDARDS OF IDENTITY 

15. In Part 11, $ 11.1(e) Is revised to 
read as follows: 

§11.1 ticnrrnl prinri pies. 

• • • • * 

<e> The Commissioner of Pood and 
Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted a petition, may establish, 
amend, or repeal, under Subpart B of 
this Part, a regulation prescribing a 
standard of quality for a food pursuant 
to Part 2 of this chapter. 


PART 80—DEFINITIONS AND STANDARDS 

OF IDENTITY FOR FOOD FOR SPECIAL 

DIETARY USES 

16. In Part 80. 8 80.1(b>(4) is revised 
to read as follows: 

§80.1 Dietary atipplrmedia of vitamin* 
and mineral*; definition, identity. 
Libel *lnlrn»cl»U. 

a • • • • 

(b) • • • 

<4> Addition to or amendment of the 
list of permissible combinations of vlta- 
‘rnins and/or minerals contained in para¬ 
graph (b)(1) of this section may be 
proposed by the Commissioner of Food 
and Drugs, on his own initiative, or upon 
petition by an interested person pur¬ 
suant to Part 2 of this chapter. Any such 
petition shall Include scientific data of 
a human nutritional and/or technologi¬ 
cal nature to support such addition or 
amendment as being consistent with the 
definition and purpose of dietary SUP- 
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plements as described by Ibis section. 
The Commissioner, upon request, may 
extend the effective date of this section 
with respect to any particular product 
or class of products pending considera¬ 
tion and any administrative or court 
proceedings relating to any such peti¬ 
tion, and may set a new effective date 
upon completion of the matter. 


tematlve, eg., a smaller type size. A 
petition requesting such a regulation, 
which would amend the applicable regu¬ 
lation. shall be submitted pursuant to 
Part 2 of this chapter. 


PART 121—FOOD ADDITIVES 

20. In Part 121, the introductory text 
of ft 121.40(c) <1) is revised to read as 
follows: 


25. Section 121.74 is revised to read as 
follows: 

§ 121.74 Procedure for amending and 
repealing tolerance* or exemption* 
f roni tolerance*. 

(a) The Commissioner, on his own ini¬ 
tiative or on the petition of any inter¬ 
ested person, pursuant to Part 2 of this 
chapter, may propose the Jssuanee of a 
regulation amending or repealing a regu¬ 
lation pertaining to a food additive or 
granting or repealing an exception for 
such additive. 

(b) Any such petition shall Include an 
assertion of facts, supported by data, 
showing that new information exists with 
respect to the food additive or that new 
uses have been developed or old uses 
abandoned, that new data are available 
as to toxicity of the chemical, or that 
experience with the existing regulation 
or exemption may justify its amendment 
or repeal. New data shah be furnished m 
the form specified in I 121.51 for sub¬ 
mitting petitions. 

26. The introductory text of 1 121.4000 
(e) is revised to read as follows: 

§ 121.1000 General, 

• • • • • 

(c> The Commissioner, on his own ini¬ 
tiative or on the petition of any Inter¬ 
ested person, pursuant to Part 2 of this 
chapter, may propose an interim food 
additive regulation. A final order promul¬ 
gating an interim food additive regula¬ 
tion shall provide that continued use of 
the substance In food is subject to each 
of the following conditions: 


PART 202—PRESCRIPTION DRUG 
ADVERTISING 

13. In Part 202, a new paragraph 
(5) to 1 202.1 Is added to read as follow? 

§ 202.1 Prescription-drug mhrrlm - 

nirntft. 


(J) • • • 

(6) The sponsor shall have an oppor¬ 
tunity for a regulatory hearing before 
the Food and Drug Administration pur¬ 
suant to Subpart P of Part 2 of this 
chapter with respect to any determina¬ 
tion that prior approval is required for 
advertisements concerning a particular 
prescription drug, or that a particular 
advertisement is not appro vable. 


PART 310—NEW DRUGS 

13a. In Part 310, ft 310.200<b) to read a* 
follows: 

§310.200 Prescription-exemption pro¬ 
cedure. 

• • • • • 

<b> Prescription-exemption procedure 
lor drugs limited by a new drug applica¬ 
tion. Any drug limited to prescription 
use under section 503(b)(1)(C) of the 
act shall be exempted from prescrip¬ 
tion-dispensing requirements when the 
Commissioner finds such reQuiremcnLs 
are not necessary for the protection of 


PART 90—EMERGENCY PERMIT CONTROL 

17. In Part 00. ft 90.2(a) is revised to 
read as follows: 

§ 90.2 EMiiblMiracnl of requirement* 
for exemption from Motion 104 of 
flic art. 

ia> Whenever the Commissioner finds 
after Investigation that the distribution 
in interstate commerce of any class of 
food may, by reason of contamination 
with microorganisms during the manu¬ 
facture, processing, or packing thereof 
In any locality, be Injurious to health, 
and that such Injurious nature cannot 
be adequately determined after such 
articles have entered interstate com¬ 
merce. he shall promulgate regulations 
in Subpart B of this part establishing 
requirements and conditions governing 
the manufacture, processing, or packing 
of the food necessary to protect the 
public health. Such regulations may be 
proposed by the Commissioner on his 
own initiative or in response to a petition 
from any interested person pursuant to 
Part 2 of this chapter. 


PART 100—NUTRITIONAL QUALITY 
GUIDELINES FOR FOODS 

18. In Part 100. i 100,2 Is revised to 
read as follows; 

§ 100.2 Petition*. 

The Commissioner of Food and Drugs, 
on his own initiative, on the advice of the 
National Academy of Sciences or other 
experts, or on behalf of any interested 
person who has submitted a petition, 
may Issue a proposal to Issue, amend, or 
revoke a regulation prescribing a nutri¬ 
tional quality guideline for a class of 
foods, pursuant to Part 2 of this chapter. 


PART 102—COMMON OR USUAL 
NAMES FOR NONSTANDARDIZED FOODS 

19. In Part 102, ft 102.2 Is revised to 
read as follows: 

§ 102.2 Petition*. 

(a) The Commissioner of Food and 
Drugs, either on hb» own Initiative or on 
behalf of any interested person who has. 
submitted a petition, may publish a pro¬ 
posal to Issue, amend, or revoke, under 
Subp&rt B of this Part, a regulation pre¬ 
scribing a common or usual name for a 
food, pursuant to Part 2 of this chapter. 

<b> If the principal display panel of 
a food for which a common or usual 
name regulation Is established Is too 
small to accommodate all mandatory re¬ 
quirements. the Commissioner may es¬ 
tablish by regulation an acceptable al- 


§ 121.40 Affirmation of generally recog¬ 
nised a* »afc (GRAS) ataluiu 


(c) (1) Persons seeking the affirmation 
of GRAS status of substances as provided 
for In ft 121.3(e). except those subject to 
the NAS-NRC GRAS list survey (36 FR 
20546). shall submit a petition for GRA8 
affirmation pursuant to Part 2 of this 
chapter. Such petition shall contain in¬ 
formation to establish that the GRAS 
criteria as set forth in 1121.3(b) have 
been met. In the following form: 

• • • • • 

21. Section 121.41(b)(1) is revised to 
read as follows: 

§ 121.41 Determination of food addillvr 

fttntti*. 


(b) (1) The Commissioner, on his own 
initiative or on the petition of any in¬ 
terested person, pursuant to Part 2 of 
this chapter, may Issue a notice In the 
Federal Register proposing to determine 
that a substance is not GRAS and Is a 
food additive subject to section 409 of 
the act. Any petition shall Include all 
relevant data and information of the 
type described in 9 121.74(b). The Com¬ 
missioner will place all of the data and 
information on which he relies oil public 
file in the office of the Hearing Clerk and 
will Include in the Federal Register 
notice the name of the substance, its 
known uses, and a summary of the basis 
for the determination. 


22. 8ection 121.55 is revised to read as 
follows: 

§ 121.55 Proeedure for objection* and 
hearing*. 

Objections and hearings relating to 
food additive regulations under section 
409 (c). <d>, or (h) of the act shall be 
governed by Part 2 of tills chapter. 

§§ 121.56, 121.57, 121.58. 121.59, 

121.60, 121.61, 121.62, 121.63, 

121.64, 121.65, 121.66, 121.67, 

121.68. 121*69, 121.70, 121.71, 

121.73 [ Revoked 1 

23. Sections 121.56. 121.57, 121.58, 

121.59. 121.60. 121.61. 121.62. 121.63, 
121.64, 121.65, 121.66, 121.67, 121.68, 

121.69, 121.70, 121.71, and 121.73 are 
revoked. 

24. Section 121.72(b) is revised to read 
as follows: 

§ 121.72 Adoption of regulation on ini¬ 
tiative of CommUaloiier, 

• • • • • 

ib) Action upon a proposal made by 
the Commissioner shall proceed as pro¬ 
vided In Part 2 of this chapter. 
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the public health by reason of the drug's 
toxicity or other potentiality for harm¬ 
ful effect, or the method of its use, or the 
collateral measures necessary to its use, 
and he finds that the drug is safe and 
effective for use in self-medication as 
directed in proposed labeling. A proposal 
to exempt a drug from the prescription- 
dispensing requirements of section 
503(b)(1) (C) of the act may be initiated 
by the Commissioner or by any inter¬ 
ested person. Any Interested person may 
file a petition seeking such exemption, 
which petition may be pursuant to Part 
2 of this chapter, or in the form of a 
supplement to an approved new drug 
application. 

• •••—• 

29. Section 310.303(b) is revised to 
read as follows: 

§ 310.303 Continuation of long term 
Mudira, record*, and reports on cer¬ 
tain drug* for which new drug appli¬ 
cation* liare been approved. 

• • • • • 
ib) A proposal to require additional 
or continued studies with a drug for 
which a new drug application has been 
approved may be made by the Commis¬ 
sioner on his own initiative or on the 
ixrtition of any interested person, pur¬ 
suant to Part 2 of this chapter. Prior to 
Issuance of such a proposal, the appli¬ 
cant will be provided an opportunity for 
a conference with representatives of the 
Food and Drug Administration. When 
appropriate, investigators or other in¬ 
dividuals may be invited to participate 
in the conference. All requirements for 
special studies, records, and reports will 
be published in { 310.304. 


PART 312—NEW DRUGS FOR 
INVESTIGATIONAL USE 

30. In Part 312, f 312.1 (c) <1) and 
<4), <d), and (g) arc revised to read as 

follows: 

§ 312.1 Condition* for exemption of new 
drug* for inveMigutiotml u*c. 

• • • • • 

<c) ( 1 ) Whenever the Pood and Drug 
Administration has information Indi¬ 
cating that an investigator has re¬ 
peatedly or deliberately failed to com¬ 
ply with the conditions of these exempt¬ 
ing regulations outlined in Form FT>- 
1572 or FD-1573, set forth in paragraph 
U2) and (13> of this section, or has 
submitted to the sponsor of the investi¬ 
gation false Information in his Form 
TTM572 or FD-1573 or in any required 
JJJprt, the Director. Bureau of Drugs, 
*U 1 furnish the investigator written no¬ 
tice of the matter complained of in gen¬ 
eral terms and offer him an opportunity 
to explain the matter in an informal 
conference and/or In writing. If an ex¬ 
planation is offered but not accepted by 
t: ' ie Bureau of Drugs, the Investigator 
•'hull have an opportunity for a regula¬ 
tory hearing before the Food and Drug 
Administration pursuant to Subpart F 

Part 2 of this chapter, on the question 


of whether the Investigator is entitled 
to receive investigational new drugs. 

• • • • • 

(4) If the Commissioner determines, 
after the unreliable data submitted by 
the Investigator are eliminated from con¬ 
sideration. that the data remaining are 
inadequate to support a conclusion that 
it Ls reasonably safe to continue the in¬ 
vestigation, he will notify the sponsor 
who shall have an opportunity for a reg¬ 
ulatory hearing before the Food and 
Drug Administration pursuant to Sub¬ 
part F of Part 2 of this chapter. If a 
danger to the public health exists, how¬ 
ever. he shall terminate the exemption 
forthwith and notify the sponsor of the 
termination. In such event the sponsor 
shall have an opportunity for a regula¬ 
tory hearing before the Food and Drug 
Administration pursuant to Subpart F of 
Part 2 of this chapter on the question of 
whether the exemption should be rein¬ 
stated. 


(d) If the Director. Bureau of Dmgs. 
finds that; 

( 1 ) The submitted “Notice of claimed 
Investigational exemption for a new 
drug’* contains an untrue statement of 
a material fact or omits material infor¬ 
mation required by said notice: or 

(2) The results of prior investigations 
made with the drug are inadequate to 
support a conclusion that it is reason¬ 
ably safe to initiate or continue the In¬ 
tended clinical Investigations with the 
drug; or 

(3) There is substantial evidence to 
show that the drug is unsafe for the 
purposes and in the manner for which 
it ls offered for investigational use; or 

(4) There is convincing evidence that 
the drug Is ineffective for the purposes 
for which it is offered for investigational 


(5) The methods, faculties, and con¬ 
trols used for the manufacturing, proc¬ 
essing, and packing of the investigational 
drug are inadequate to establish and 
maintain appropriate standards of 
Identity, strength, quality, and purity as 
needed for safety and to give signifi- 
cance to clinical investigations made 
with the drug; or 


ior clinical investiga 
tions of the drugs described under sectioi 
10 of the “Notice of claimed investiga 
tlonnl exemption for a new drug*’ is no 
a reasonable plan in whole or In part 
solely for a bona fide scientific Invest! 
gatlon to determine whether or not th< 
drug is safe and effective for use; o; 

(7) The clinical investigations an 
not being conducted In accordance wtU 
the plan submitted In the “Notice o 
claimed investigational exemption for i 
new drug”; or 


18 ) The drug is not intended solely for 
investigational use. since It ls being or is 
to be sold or otherwise distributed for 
commercial purposes not justified by the 
requirements of the investigation; or 
(9) The labeling or other Informa¬ 
tional material submitted for the drug 


as required by section 7 of the “Notice 


of claimed investigational exemption for 
a new drug"’ or any other labeling of the 
drug disseminated within the United 
States by or on behalf of the sponsor 
fails to contain an accurate description 
of prior investigations or experience and 
their results pertinent to the safety and 
possible usefulness of the drug. Including 
all relevant hazards, contraindications, 
side-effects, and precautions; or any pro¬ 
motional materials disseminated within 
the United States by or on behalf of the 
sponsor contains any representation or 
suggestion that the drug Js safe or that 
its usefulness has been established for 
the purposes for which it U offered for 
investigations; or 

«10) The sponsor falls to submit accu¬ 
rate reports of the progress of the inves¬ 
tigations with significant findings at 
Intervals not exceeding 1 year; or 

HI) The sponsor fails promptly to In¬ 
vestigate and inform the Food arid Drug 
Administration and all investigators of 
newly found serious or potentially serious 
hazards, contraindications, side-effects 
and precautions pertinent to the safety 
of the new drug; 

he shall notify the sponsor and invite his 
immediate correction or explanation. A 
conference will be arranged with the 
Bureau of Drugs If requested. If the 
Bureau of Drugs does not accept the 
explanation or the correction submitted 
by the sponsor, the sponsor shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administra¬ 
tion pursuant to Subpart F of Part 2 of 
this chapter on the question of whether 
his exemption should be terminated. 
Such hearing shall be requested within 
10 days after receipt of notification that 
the explanation or correction Ls not ac¬ 
ceptable. After evaluating all the avail¬ 
able Information Including any expla¬ 
nation and or correction submitted by 
the sponsor, if the Commissioner de¬ 
termines that the exemption should be 
terminated he shall notify the sponsor 
of the termination of the exemption and 
the sponsor shall recall unused supplies 
of the drug. If at any time the Commis¬ 
sioner concludes that continuation of the 
investigation presents a danger to the 
public health, he shall terminate the 
exemption forthwith and notify the 
sponsor of the termination. The Com¬ 
missioner will inform the sponsor that 
the exemption is subject to reinstate¬ 
ment on the basis of additional submis¬ 
sions that eliminate such danger and 
will afford the sponsor an opportunity 
for a regulatory hearing before the Com¬ 
missioner pursuant to 8 ubpart F of Part 
2 of this chapter on the question of 
whether the exemption should be rein¬ 
stated. The sponsor shall recall the un¬ 
used supplies of the drug upon notifica¬ 
tion of the termination. 


<g> A "Notice of Claimed Investiga¬ 
tional Exemption for a New Drug" which 
pertains to a product subject to the 
licensing provLsions of the Public Health 
Service Act of July 1 , 1944 (63 Stat. 682. 
as amended; 42 U. 8 .C. 201 et seq ). shall 
be submitted initially to the Director. 
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Bureau of Biologies, 8800 Rockville Pike. 
Bethesda. MD 20014. Amendments of or 
supplements to such notice, and progress 
reports, consultations, or other commu¬ 
nications with regard to the investiga¬ 
tion. shall be directed to the Bureau of 
Biologies, which monitors the develop¬ 
ment of biological products subject to 
license under section 351 of the Public 
Health Service Act. A sponsor for a •‘No¬ 
tice of Claimed Investigational Exemp¬ 
tion for a New Drug” pertaining to such 
biologic shall substitute in reading this 
5 312.1 “Bureau of Biologies” for “Bureau 
of Drugs,” wherever it appears. 

• • • • • 

31. Section 312.9(c) <2) la revised to 
read as follows: 

§312,9 Nrw drug* for invr«ligatii»niil 
u*c in laboratory rmnrrh animal* or 
in vilro teat*. 

• • • • • 

(2) The continuance of the investiga¬ 
tion is unsafe or otherwise contrary to 
the public Interest or the drug Is used for 
purposes other than bona fide scientific 
Investigation. He shall notify the sponsor 
and Invite his immediate correction. If 
the conditions of the exemption are not 
immediately met, the sponsor shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administra¬ 
tion pursuant to Subpart F of Part 2 of 
this chapter. If the exemption Is termi¬ 
nated. the sponsor shall recall or have 
destroyed the unused supplies of the 
drug. 

PART 314—NEW DRUG APPLICATIONS 

32. In Part 314, 1 314.200 is revised to 
read as follows: 

§ 314,200 Notice of opportunity for 
liraring; notice of appearance and 
request for hearing; grant or denial 
of hearing. 

(a) The notice to the applicant, and 
to all other persons who manufacture or 
distribute identical, related, or similar 
drug products as defined in 3 310.6 of this 
chapter, of an opportunity for a hearing 
on a proposal by the Director of the 
Bureau of Drugs to refuse to approve an 
application or to withdraw the approval 
of an application will state the reasons 
for his action and the grounds upon 
which he proposes to Issue his order. 

(1) Such notice may be general <i.e„ 
simply summarizing in a general way the 
information resulting in the notice) or 
specific (l.e.. either referring to specific 
requirements in the statute and regula¬ 
tions with which there Is a lack of com¬ 
pliance. or providing a detailed descrip¬ 
tion and analysis of the specific facts 
resulting in the notice) * 

(2) The notice will be published in the 
Federal Register and will state that the 
applicant, and other persons subject to 
the notice pursuant to 3 310.6 of this 
chapter, has 30 days after the date of 
publication of the notice within which he 
is required to file a written notice of ap¬ 
pearance and request for hearing if he 
electa to avail himself of the opportunity 
for a hearing. The failure to file such a 


written notice of appearance and request 
for hearing within that 30 days con¬ 
stitutes an election by the applicant, and 
other persons subject to the notice pur¬ 
suant to l 310.6 of this chapter, not to 
avail himself of the opportunity for a 
hearing. 

(3) It is the responsibility of every 
manufacturer or distributor of a drug 
product to review every notice of op¬ 
portunity for heating published in the 
Federal Register to determine whether 
it covers any drug product he manufac¬ 
tures or distributes. Any person may re¬ 
quest an opinion of the applicability of 
such a notice to a specific product he 
manufactures or distributes that may be 
identical, related, or similar by writing 
to the Food and Drug Administration. 
Bureau of Drugs. Division of Drug Label¬ 
ing Compliance, HFD-310, 5600 Fishers 
Lane, Rockville. MD 20852. If such an 
opinion is requested, the time for filing 
an appearance and request for hearing 
and supporting studies and analyses 
shall begin as of the date or receipt of the 
opinion from the Food and Drug Ad¬ 
ministration. 

cb) The notice of opportunity for 
hearing shall be provided to applicants 
and to other persons subject to the no¬ 
tice pursuant to § 310.6 of this chapter: 

(1) To any person who has submitted 
a new drug application, by delivering the 
notice in person or by sending it by reg¬ 
istered or certified mall to the last ad¬ 
dress shown in the new drug application. 

(2) To any person who has not sub¬ 
mitted a new drug application but who is 
subject to the notice pursuant to $ 310.6 
of this chapter, by publication of the 
notice in the Federal Register. 

(c)(1) If the applicant, or any other 
person subject to the notice pursuant to 
5 310.6 of this chapter, elects to avail 
himself of the opportunity for a hearing, 
he shall flic with the Hearing Clerk (i) 
within 30 days after the date of the pub¬ 
lication of the notice (oi%of the date of 
receipt of an opinion requested pursuant 
to paragraph (a>(3) of this section) a 
written notice of appearance and request 
for hearing, and (U) within 60 days after 
the date of publication of the notice, un¬ 
less a different period of time Is specified 
in the notice of opportunity for hearing, 
the studies on which he relics to Justify 
a hearing as specified In paragraph (d) 
of this section. The raw data underlying 
a study submitted may be incorporated 
by reference from a prior submission as 
part of a new drug application or other 
report. 

(2> No data or analysis submitted after 
such 60 days will be considered in deter¬ 
mining whether a hearing is warranted 
unless they are derived from well-con- 
trolled studies begun prior to the date of 
the notice of opportunity for hearing, the 
results of which were not in existence 
during that 60 days. Exceptions may be 
made on the bask? of a allowing of inad¬ 
vertent omission and hardship. All 
studies in progress, the results of which 
the person requesting the hearing intends 
later to submit In support of the request 
for hearing, shall be listed. A copy of the 
complete protocol, a list of the participat¬ 


ing investigators, and a brief status re¬ 
port of the studies shall be included in 
the submission made punaiant to para¬ 
graph (c)(1) (ID of this section. 

(3> Any other Interested person who 
Is not subject to the notice of opportunity 
for hearing may also submit comments 
on the proposal to withdraw approval of 
the new drug application. Such com¬ 
ments shall be submitted within the time 
and pursuant to the requirements speci¬ 
fied in this section. 

(d) A request for hearing shall be 
supported by a submission as specified in 
paragraph (c) (1 ) (U > of this section con¬ 
taining the studies < including all proto¬ 
cols and underlying raw data) on which 
the person relies to Justify a hearing with 
respect to his drug product. 

(1) If effectiveness is at issue, a re¬ 
quest for hearing shall be supported only 
by adequate and well-ontrolled clinical 
studies meeting all of the precise require¬ 
ments of 3 314.111(a)(5) and. for com¬ 
bination drug products. 3 300.50 of this 
chapter, or by other studies not meeting 
those requirements for which a waiver 
has been previously granted by the Food 
and Drug Administration pursuant to the 
provisions of 3 314.111(a)(5). All ade¬ 
quate and well-controlled clinical studies 
on the drug product known to the person 
requesting the hearing shall be sub¬ 
mitted. Any unfavorable analyses, views, 
or judgments with respect to 6uch studies 
known to such person shall also be sub¬ 
mitted. No other data, information, or 
studies shall be subimtted. 

(2) Such submission shall include a 
factual analysis of all studies submitted. 
If effectiveness is at issue, such analysis 
shall specify how each such study ac¬ 
cords. on a point-by-point basis, with 
each criterion required for an adequate 
well-controlled clinical investigation es¬ 
tablished in 5 314.111(a)(5) and. if the 
product is a combination drug product, 
with each of the requirements for a com¬ 
bination drug established in 3 300.50 of 
this chapter, or shall be accompanied by 
an appropriate waiver previously granted 
by the Food and Drug Administration If 
a study deals with a drug entity or dosage 
form, or condition of use. or mode of ad¬ 
ministration other than the one<s» in 
question, such fact(s) shall be clearly 
stated. Any study conducted on the final 
marketed form of the drug product shall 
be so designated. 

(3) Such analysis shall be submitted 
in the following format, except that the 
required information relating either to 
safety or to effectiveness shall be omitted 
if the notice of opportunity for hearing 
does not raise any issue with respect to 
that aspect of the drug; and information 
on compliance with 5 300.50 shall be 
omitted If the drug product is not a com¬ 
bination drug product. Submissions not 
made in this format or not containing the 
required analyses will not be considered 
and will result in denial of a hearing, ex¬ 
cept that minor technical deficiencies 
may be excused If it is apparent that a 
good faith attempt has been made to 
comply with the requirements of this sec¬ 
tion and any deficiencies noted are im¬ 
mediately corrected upon request. 
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I. Safety data. 

A Animal safety data. 

1. Individual active component (a). 

a Controlled studlee. 

b Partially controlled or uncontrolled 
studies. 

2. Combinations of the Individual active 
components. 

a Controlled studies 

b Partially controlled or uncontrolled 
studies. 

B. Human safety data. 

1. Individual active component is), 

a Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

a Documented case reports. 

d. Pertinent marketing experiences that 
may influence a determination as to the 
safety of each individual active component. 

2. Combinations of the individual active 
components. 

a Controlled studies. 

b. Partially controlled or uncontrolled 

studies. 

c. Documented case reports. 

d. Pertinent marketing experiences that 
may i n flue n ce a determination as to the 
safety of combinations of the Individual ac¬ 
tive components. 

II Effectiveness data. 

A. Individual active components: Control¬ 
led studies, with an analysis showing clearly 
how each such study satisfies, on a point-by - 
point basis, each of the criteria required by 
I 314.111(a) (0). 

B. Combinations of individual active com¬ 
ponents. 

1. Controlled studies, with an analysis 
showing dearly how such study satisfies, on 
a polnt-by-potnt basis, each of the criteria 
required by I 314.111(a) (5). 

2. An analysis showing clearly how each 
requirement of I 300.30 of this chapter has 
been satisfied. 

III. A summary or the data and views set¬ 
ting forth the medical ratlouale and purpose 
for the drug and lie Ingredients and the 
scientific basis for the conclusion that the 
drug and its ingredients have been proven 
safe and/or effective for the lutended use. If 
there is an absence of controlled studies in 
the material submitted, or the requirements 
of any element of f 300.60 of tills chapter or 
1314.111(a)(6) have not been fully met, 
inch fact(s) shall be clearly stated, and a 
waiver obtained pursuant to 1314.111(a)(1) 
shall be enclosed. 

IV. A statement signed by the person re¬ 
sponsible for such submission, that it in¬ 
cludes in full (or incorporates by reference as 
permitted In I 314500(c) (2) ) all studies and 
information specified in I 314500(d). (Warn¬ 
ing: A willfully false statement is a criminal 
oficuse, 18 UB.C. 1001). 

A notice of opportunity for hearing 
encompasses all issues relating to the 
legal status of the drug product(s) sub¬ 
ject to it, including identical, related, 
and similar drug products as defined In 
I 310.6 of this chapter. Any contention 
that any such product is not a new drug 
becaasc It is generally recognized as safe 
and effective within the meaning of sec¬ 
tion 201 (p> of the act. or because it is 
exempt from part or all of the new drug 
provisions of the act pursuant to the 
exemption for products marketed prior to 
June 25. 1938. contained in section 201 
( P) of the act, or pursuant to section 107 
<c> of the Drug Amendments of 1962, or 
lor any other reason shall be stated in a 
notice of appearance and request for 
hearing pursuant to paragraph (c) (1) 
(i> °* thl* section and supported by a 
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submission pursuant to paragraph (c) 

(1) (11) of this section and shall be the 
subject of an administrative determina¬ 
tion by the Commissioner. The failure of 
any person subject to a notice of oppor¬ 
tunity for a hearing, including any per¬ 
son who manufactures or distributes an 
Identical, related, or simular drug prod¬ 
uct as defined in i 310.6 of this chapter, 
to submit a notice of appearance and re¬ 
quest for hearing or to raise all such con¬ 
tentions on which he relies shall con¬ 
stitute a waiver of any such contentions 
not so raised. 

(1) A contention that a drug product 
is generally recognized as safe and effec¬ 
tive within the meaning of section 201 
<p) of the act must be supported by sub¬ 
mission of the same quantity and quality 
of scientific evidence as is required to 
obtain approval of a new drug applica¬ 
tion for the product, unless a waiver has 
been obtained from such requirement for 
effectiveness (as provided in S 314.111(a) 
(5)> and or safety for good cause shown. 
Such submission shall be In the format 
and with the analyses required by para¬ 
graph (d) of this section. The failure to 
submit such scientific evidence or a sub¬ 
mission that is not In the format or does 
not contain the analyses required by 
paragraph (d> of this section shall con¬ 
stitute a waiver of any such contention. 
General recognition of safety and effec¬ 
tiveness shall ordinarily be based upon 
published studies which may be corrob¬ 
orated by unpublished studies and other 
data and information. 

(2) A contention that a drug product Is 
exempt from part or all of the new drug 
provisions of the act pursuant to the 
exemption for products marketed prior 
to June 25, 1938 contained in section 201 

(р) of the act, or pursuant to section 107 

(с) of the Drug Amendments of 1962, 
shall be supported by submission of evi¬ 
dence of past and present quantitative 
formulas, labeling, and evidence of mar¬ 
keting, on which reliance Is made for 
such contention. The failure to submit 
such formulas, labeling, and evidence of 
marketing in the following format shall 
constitute a waiver of any such conten¬ 
tion. 

I. Formulation. 

A. A copy of each pertinent document or 
record to establish the exact quantitative 
formulation of the drug (both active and in¬ 
active ingredient*) on the date of Initial 
marketing of the drug. 

B. A statement whether such formulation 
has at any subsequent time been changed in 
any manner. If any such change has been 
made, the exact date, nature, and rationale 
for each change In formulation. Including 
any deletion or change in the concentration 
of any active ingredient and/or Inactive In¬ 
gredient, shall be submitted, together with a 
copy of each pertinent document or record 
to establish the date and nature of each ouch 
change including but not limited to the 
formula which resulted from each such 
change. If no such change has been made, a 
copy of representative documents or records 
showing the formula at representative points 
In time shall be submitted to support the 
statement. 

U Labeling. 

A. A copy of each pertinent document or 
record to establish the Identity of each item 
of written, printed, or graphla matter used 
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as labeling on the date the drug was Initially 
marketed. 

D A statement whether such labeling has 
at any subsequent time been discontinued 
or changed in any manner. If such discon¬ 
tinuance or change has been made, the ex¬ 
act date, nature, and rationale for each 
discontinuance or change and a copy of each 
pertinent document or record to establish 
each such discontinuance or change shall be 
submitted, including but not limited to the 
labeling which resulted from each such dis¬ 
continuance or change. If no such discon¬ 
tinuance or change has been made, a copy 
of representative documents or records allow¬ 
ing labeling at representative paints in time 
shall be submitted to support the statement. 

III. Marketing 

A. A copy of each pertinent document or 
record to establish the exact date the drug 
was initially marketed. 

B. A statement whether such marketing 
has at any subsequent time been discon¬ 
tinued If such marketing has been dis¬ 
continued. the exact dAt* of each such 
discontinuance shall be submitted, together 
with a copy of each pertinent document or 
record to establish each such date. 

IV. Verification. 

A statement signed by the person respon¬ 
sible for such submission, that all appropri¬ 
ate records have been searched and to the 
best of his knowledge and belief It Includes 
a true and accurate presentation of the facu 
(Warning: A willfully false statement U a 
criminal offense. 18 U 8.C. 1001). 

(3) No drug product, including any 
active Ingredient, which is identical, re¬ 
lated, or similar, as defined in l 310.6. lo 
a drug product, including any active in¬ 
gredient for which a new drug applica¬ 
tion is or at any time has been effective 
or deemed approved, or approved under 
section 505 of the set. will be determined 
to be exempt from part or all of the new 
drug provisions of the act. 

(4) A contention that a drug product 
is not a new drug for any other reason 
must be supported by submission of such 
factual records, data, and information 
as is necessary and appropriate to sup¬ 
port such contention. 

(5) It is the responsibility of every 
person who manufactures or distributes 
a drug product in reliance upon a 
•'grandfather*’ provision (•) of the act to 
maintain in his files, organized as re¬ 
quired by this paragraph, the data and 
information necessary fully to document 
and support such status. 

(f> Upon receipt of any request for 
hearing, the Director of the Bureau of 
Drugs shall prepare an analysis of the 
request and a proposed order ruling upon 
the matter. The analysis and proposed 
order, the request for hearing, and any 
proposed order denying a hearing and re¬ 
sponse pursuant to paragraph <g> (2) 
or (3) of this section, shall be sub¬ 
mitted to the office of the Commis¬ 
sioner for independent review and de¬ 
cision. No representative of the Bureau 
of Drugs shall participate or advise In 
the review and decision by the Commis¬ 
sioner. The office of the General Counsel 
shall observe the same separation of 
functions. 

(g) A request for a hearing may not 
rest upon mere allegations or denials, 
but must set forth specific facts showing 
that there is a genuine and substantial 
Issue of fact that requires a hearing with 
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respect to the particular drug product (ft) 
specified in the request for hearing. 

(1> Where a specific notice of op¬ 
portunity for hearing as defined in 
paragraph <a)(l) of this section) is 
used. It shall state that. If it conclusively 
appears from the face of the data, in¬ 
formation. and factual analyses Ui the 
request for the hearing that there is no 
genuine and substantial issue of fact 
which precludes the refusal to approve 
the application or the withdrawal of ap¬ 
proval of the application, c.g., no ade¬ 
quate and well-controlled clinical in¬ 
vestigations meeting each of the precise 
elements of {314.111(a)(5) and. for a 
combination drug product. $ 300.50 of 
this chapter, showing effectiveness have 
been identified, or when a request for 
hearing is not made in the required for¬ 
mat or with the required analyses, 
the Commissioner will enter summary 
judgment against the person <s) who re¬ 
quests the hearing, making findings and 
conclusions, denying a hearing. Any such 
order entering summary Judgment shall 
set forth the Commissioner’s findings 
and conclusions in detail and shall spec¬ 
ify why each study submitted falls to 
meet the requirements of the statute and 
regulations or why the request for hear¬ 
ing does not raise a genuine and sub¬ 
stantial issue of fact or shall specify the 
requirements of this section with respect 
to format or analyses with which there 
is a lack of compliance. 

(2) Where a general notice of oppor¬ 
tunity for hearing ‘as defined in para¬ 
graph (a)(1) of this section) is used 
and the Director of the Bureau of Drugs 
concludes that summary Judgment 
against the person's) requesting a hear¬ 
ing should be considered, he shall serve 
upon such person <s> by registered mall 
a proposed order denying a hearing. 
Such person (s> shall have 60 days after 
receipt of such proposed order to re¬ 
spond with sufficient data, information, 
and analyses to demonstrate that there 
is a genuine and substantial issue of fact 
which justifies a hearing. 

(3) Where a general or specific notice 
of opportunity for hearing is used and 
the person(s) requesting a hearing sub¬ 
mits data or Information of a type re¬ 
quired by the statute and regulations, 
and the Director of the Bureau of Drugs 
concludes that summary Judgment 
against such person (a) should be con¬ 
sidered. he shall serve upon such per¬ 
son's) by registered mail a proposed 
order denying a hearing. Such person(s) 
shall have 60 days after receipt of such 
proposed order to respond with sufficient 
data, information, and analyses to dem¬ 
onstrate that there is a genuine and sub¬ 
stantial issue of fact which justifies a 
hearing. 

(4) If review of the data, information, 
and analyses submitted warrants the 
conclusion that the ground's) cited in 
the notice are not valid, e.g., that sub¬ 
stantial evidence of effectiveness exists, 
the Commissioner shall deny the hear¬ 
ing. enter summary Judgment for the 
person (s) requesting the hearing, and 
rescind the notice of opportunity for 
hearing. 
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(5) If a hearing is requested and is 
justified the hearing will commence no 
more than 90 days after the expiration of 
such 30 days unless the parties otherwise 
agree in the case of denial of approval, 
and as soon as practicable In the case 
of withdrawal of approval. 

(6) A hearing shall be granted if there 
exists a genuine and substantial issue of 
fact or if the Commissioner concludes, in 
his discretion, that a hearing would 
otherwise be in the public interest. 

(7> If the manufacturer or distributor 
of a drug product that may be an identi¬ 
cal. related, or similar drug product re¬ 
quests and is granted a hearing, the issue 
whether the product is in fact identical, 
related, or similar to the drug subject 
to new drug application is properly en¬ 
compassed within the hearing. 

(8) A request for hearing, and any 
subsequent grant or denial of a hearing, 
shall be applicable only to the particular 
drug product's) named in such docu¬ 
ments. 

<h> Any drug product subject to a 
notice of opportunity for hearing, in¬ 
cluding any identical, related, or similar 
drug product as defined in { 310.6 of this 
chapter, for which an opportunity for a 
hearing is waived or for which a hearing 
is denied shall promptly be the subject 
of a notice wlthdraw'lng the new drug 
application approval and declaring all 
such products unlawful. The Commis¬ 
sioner may, in his discretion, defer or 
stay such action pending a ruling on any 
related request for a hearing or pending 
any related hearing or other administra¬ 
tive or judicial proceeding. 

33. A new { 314.201 is added to read as 
follows: 

§ 31 4*201 Proccdurr for hwin**. 

Hearings relating to new drugs under 
section 505 (d) and (e) of the act shall 
be governed by Part 2 of this chapter. 

§§311.202. 314.203, 314.204, 314.203, 
314.206, 314.220, 314.221, 314.222, 
314.230, 314.231, 314.232 | Re¬ 

voked]* 

34. Sections 314.202. 314.203. 314.204, 
314.205, 314.206. 314.220, 314.221. 314.222. 
314.230, 314.231 and 314.232 are revoked. 

35. Section 314.235 is revised to read as 
follows: 

§314.233 Judicial review. 

(a) The transcript and record shall be 
certified by the Commissioner. In any 
case in which the Commissioner enters 
an order without a hearing pursuant to 
f 314.200'g). the requests for hearing to¬ 
gether with the data and information 
submitted and the Commissioner's find¬ 
ings and conclusions shall be included in 
the record certified by the Commissioner. 

(b) Judicial review of an order with¬ 
drawing approval of a new drug applica¬ 
tion. whether or not a hearing has been 
held, may be sought by a manufacturer 
or distributor of an Identical, related, or 
similar drug product, as defined in 
i 310.6 of this chapter, in a United States 
court of appeals pursuant to section 505 
(h) of the act. 


PART 328—IN VITRO DIAGNOSTIC 
PRODUCTS FOR HUMAN USE 

36. In Part 328, & 328.30(a) is revised 
to read as follows: 

§ 328.30 Procedure for eMiiklUlttng, 
n mending or repealing »tandard«. 

(a) Basis for standards and available 
approaches to developing standards. 
Whenever in the judgment of the Com¬ 
missioner the establishment of a product 
class standard Is necessary to reduce or 
eliminate unreasonable risk of illness or 
injury associated with exposure to or use 
of an in vitro diagnostic product and 
there are no other more practicable 
means to protect the public from such 
risk, he may propose such a standard. In 
proposing a product class standard he 
shall consider, and publish in the Fed¬ 
eral Register findings on, the degree of 
risk or injury associated with the use of 
the product, the availability of informa¬ 
tion relating to the sciences upon which 
the products or their uses are based, the 
approximate number of products subject 
to the standard, the medical need for the 
products, and the probable effect of the 
standard upon the utility, cost, or avail¬ 
ability of the product, and available 
means of achieving the objective of the 
standard with a minimal disruption of 
supply and of reasonable manufacturing 
and other commercial practices. Three 
procedures are available for developing 
product class standards and may be pro¬ 
posed on the initiative of the Commis¬ 
sioner or by petition of Interested per¬ 
sons, pursuant to Part 2 of this chapter: 

(1) An existing standard may be utilized. 

(2) interested persons outside of the Pood 
and Drug Administration may develop a 
proposed standard or (3) the Pood and 
Drug Administration may develop the 
standard. 


PART 330—OVER-THE-COUNTER (OTC) 
HUMAN DRUGS WHICH ARE GENER 
ALLY RECOGNIZED AS SAFE AND EF 
FECTIVE AND NOT MISBRANDED 

37. In Part 330. 5 330.10(a) (11) Is re¬ 
vised to read as follows: 

§ 330.10 Proccdurm for clarifying OT<‘ 
drug* nn generally rerognixe'd at wifr 
and effective and not mUbrandrd, 
and for c*l a blMiing monograph*. 

• • • • • 

(a) • • • 

(11) Amendment of monographs. The 
Commissioner may propose on his own 
Initiative to amend or repeal any mono¬ 
graph established pursuant to this sec¬ 
tion. Any interested person may peti¬ 
tion the Commissioner for such proposal, 
pursuant to Part 2 of this chapter. The 
Commissioner may deny the petition if 
he finds & lack of safety or effectiveness 
employing the standards In paragraph 
(a) (4) of this section (in which cose the 
appeal provisions of paragraph (a) (10) 
of this section shall apply) or he may 
issue a proposed amendment or repeal 
In the Federal Register if he finds gen¬ 
eral recognition of safety and effective¬ 
ness employing the standards in para- 
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graph (a) (4) of this section (in which 
case the provisions of paragraph (a) 
<6), (7). (8), and (9) of this section shall 
apply). A new drug application may b© 
submitted in lieu of or in addition to a 
petition under this paragraph. 


PART 429—DRUGS COMPOSED WHOLLY 
OR PARTLY OF INSULIN 

38. In Part 429. S 429.50 is revised to 
read as follows: 

§ 129.50 Urn ring prwrtlurr. 

Hearings pursuant to 9 429.47 shall be 
governed by Subpart F of Part 2 of this 
chapter. 

PART 430—ANTIBIOTIC DRUGS: 

GENERAL 

39. In Part 430, 5 430.20 is revised to 
read as follows: 

§ 130.20 Procedure for the i-Miiinnre, 
amendment, or repeal of regulation*. 

(a) The procedures for the issuance, 
amendment, or repeal of regulations un¬ 
der section 507 of the act shall be gov¬ 
erned by Part 2 of this chapter. 

(b) (1) The Commissioner, on his own 
initiative or on the application or request 
of any interested person, may publish in 
the Federal Register a notice of pro¬ 
posed rule making and order to issue, 
amend, or repeal any regulation con¬ 
templated by section 507 of the act. Such 
notice and order may be general (i.e., 
simply summarizing in a general way the 
information resulting in the notice and 
order* or specific (Le., either referring to 
specific requirements in the statute and 
regulations with which there is a lack of 
compliance, or providing a detailed de¬ 
scription and analysis of the specific 
facts resulting in the notice and order). 

(2) An opportunity shall be given for 
Interested persons to submit written 
comments and to request an informal 
conference on the proposal, unless such 
notice and opportunity for comment and 
informal conference have already been 
provided in connection with the an¬ 
nouncement of the reports of the Na¬ 
tional Academy of 8ctences-National 
Research Council. Drug Efficacy Study 
Group, to persons who will be adversely 
affected, or as provided in 9$ 2.10(e) or 
2.110(b) (2) of this chapter. The time for 
requesting an informal conference shall 
be 30 days unless otherwise specified in 
the notice of proposed rule making. If 
an informal conference is requested and 
granted* those persons participating in 
the conference shall be provided an addi¬ 
tional 30 days for comment, beginning 
the date of the conference, unless other¬ 
wise specified In the proposal. 

( 3) It ia the responsibility of every 
manufacturer or distributor of an anti¬ 
biotic drug product to review every pro- 
P<*al published in the Federal Register 
to determine w hether it covers any prod¬ 
uct he manufactures or distributes. 

(4) After considering the written com¬ 
ments, the results of any conference, and 
the data available, the Commissioner will 
Publish an order In the Federal Register 
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acting on the proposal, with opportunity 
for any person who will be adversely af¬ 
fected to file objections, to request a 
hearing, and to show reasonable grounds 
for the hearing. Any such person who 
elects to avail himself of the opportunity 
for a hearing shall file with the Hearing 
Clerk (1) within 30 days after the date 
of publication of the order a written no¬ 
tice of appearance and request for hear¬ 
ing. and (11) within 60 days after the 
date of publication of the order, unless 
a different period of time is specified in 
the order, the studies on which he relies 
to Justify a hearing as specified in para¬ 
graph (b)(6) of this section. The raw 
data underlying a study submitted may 
be incorporated by reference from a prior 
submission as part of an antibiotic ap¬ 
plication. or other applications or re¬ 
ports. 

(5) No data or analysis submitted after 
such 60 days will be considered in de¬ 
termining whether a hearing is war¬ 
ranted unless they are derived from well- 
controlled studies begun prior to the 
date of the order, the results of which 
w ere not in existence during that 60 days. 
Exceptions may be made on the basis of 
a showing of inadvertent omission and 
hardship. All studies in progress, the 
results of which the person requesting 
the hearing Intends later to submit in 
support of the request for hearing, shall 
be listed. A copy of the complete proto¬ 
col. a list of the participating investiga¬ 
tors, and a brief status report of the 
studies shall be included In the submis¬ 
sion made pursuant to paragraph <b) (4) 
<ll) of this section. 

(6) A request for hearing shall be sup¬ 
ported by a submission as specified in 
9 314.200(c) (1) (ii) of this chapter con¬ 
taining the studies (including all under¬ 
lying raw data) on which the person 
relies to justify a hearing with respect 
to his drug product. 

(i) If effectiveness is at issue, a request 
for hearing shall be supported only by 
adequate and well-controlled clinical 
studies meeting all of the precise require¬ 
ments of 9 314.111(a)(5) of this chapter 
and. for combination drug products. 
9 300.50 of this chapter, or by other stud¬ 
ies not meeting those requirements for 
which a waiver has been previously 
granted by the Food and Drug Adminis¬ 
tration pursuant to the provisions of 
9 314.111(a) (5) of this chapter. All ade¬ 
quate and well-controlled clinical stud¬ 
ies on the drug product known to the 
person requesting the hearing shall be 
submitted. Any unfavorable analyses, 
views, or Judgments with respect to such 
studies known to such person shall also 
be submitted. No other data, information, 
or studies shall be submitted. 

(11) Such submission shall include a 
factual analysis of all studies submitted. 
If effectiveness is at issue, such analysis 
shall specify how each such study ac¬ 
cords, on a point-by-point basis, with 
each criterion required for an adequate 
and well-controlled clinical investigation 
established in 9 314.111(a)(5) of this 
chapter and. If the product is a combina¬ 
tion drug product, with each of the re¬ 
quirements for a combination drug es- 
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tabllshed In 9 300.50 of this chapter, or 
shall be accompanied by an appropriate 
waiver previously granted by the Food 
and Drug Administration. If a study 
deals with a drug entity or dosage form, 
or condition of use. or mode of adminis¬ 
tration other than the one(s) In question, 
such fact(s) shall be clearly stated. Any 
study conducted on the final marketed 
form of the drug product shall be so 
designated. 

(ill) Such analysis shall be submitted 
In the following format, except that in¬ 
formation relating to safety or effec¬ 
tiveness shall be omitted if the order docs 
not raise any issue with respect to that 
aspect of the drug; and information on 
compliance with 9 300.50 of this chapter 
shall be omitted If the drug product Is 
not a combination drug product. Sub¬ 
missions not made in this format or not 
containing the required analyses will not 
be considered and will result in denial 
of hearing, except that minor technical 
deficiencies may be excused if it Is ap¬ 
parent that a good faith attempt has 
been made to comply with the require¬ 
ments of this section and any deficiencies 
noted are immediately corrected upon 
request. 

I. Safety data 

A. Animal safety data. 

1. Individual active component (s). 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

2. Combinations of the Individual active 
components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

B. Human safety data. 

1. Individual active component (•). 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

c. Documented case reports. 

d. Pertinent marketing experiences that 
may influence a determination as to the 
safety of each Individual active component. 

2. Combinations of the individual active 
components. 

a. Controlled studies. 

b. Partially controlled or uncontrolled 
studies. 

c. Documented case reports. 

d. Pertinent marketing experiences that 
may Influence a determination as to the 
safety of combinations of the Individual 
active components. 

II. Effectiveness data. 

A. Individual active components: Con¬ 
trolled studies, with an analysis showing 
clearly how each such study satisfies, on a 
point-by-point basts, each of the criteria re¬ 
quired by 1314.111(a)(5) of this chapter. 

B. Combinations of Individual active 
components 

1. Controlled studies with an analysis 
showing clearly how each such study satis¬ 
fies, on a polnt-by-point basis, each of the 
criteria required by f 314.111(a) (5) of this 
chapter. 

2. An analysis showing clearly how each 
requirement of I 300.50 of this chapter has 
been satisfied. 

III. A summary of the data and views 
setting forth the medical rationale and pur¬ 
pose for the drug and It* Ingredients and 
the scientific basis for the conclusion that 
the drug and Its Ingredients have been 
proven safe and/or effective for the intended 
use. If there Is an absence of controlled 
studies In the material submitted, or the re- 
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qulrcmenU of any element of I 300.50 of this 
diopter or f 314.111(a) (6) of this chapter 
have not bean fully met. such fact(s) shall 
be clearly stated, and a waiver obtained 
pursuant to 1314.111(a)(5) of tbU chapter 
shall be enclosed. 

IV. A statement signed by the person 
responsible for such submission, that It in¬ 
cludes in full (or incorporates by reference 
as permitted In f 430 20* b) (4)) all studies 
and Information specified In 1430.20(b). 
(Warning: A willfully'false statement is a 
criminal offense. 18 UA.C. 1001.) 

17) Upon receipt of any request for 
hearing, the Director of the Bureau of 
Drugs shall prepare an analysts of the 
request and a proposed order ruling upon 
the matter. The analysis and proposed 
order, the request for hearing, and any 
proposed order denying a hearing and 
response pursuant to paragraph <b><8> 
<ii> or <iii) of this section, shall be sub¬ 
mitted to the office of the Commissioner 
for independent review and decision. No 
representatve of the Bureau of Drugs 
shall participate or advise in the review 
and decision by the Commissioner. The 
office of the General Counsel shall ob¬ 
serve the same separation of functions. 

(8) A request for a hearing may not 
rest upon mere allegations or denials, but 
must set forth specific facts showing that 
there is a genuine and substantial Issue 
of fact with respect to the particular 
drug product (s) which is specified in the 
request for hearing that requires a 
hearing. 

(i) Where a specific proposal or order 
(as defined in paragraph (b)(1) of this 
section) is used, the order published in 
the Federal Register shall state that, if 
It conclusively appears from the face of 
the data, information, and factual 
analyses in the request for hearing that 
there is no genuine and substantial issue 
of fact which precludes the action taken 
on the proposal, e g., no adequate and 
well-controlled clinical investigations 
meeting each of the precise elements of 
4 314.111 (a) (5) of this diopter and. for 
a combination drug product. 1300.50 of 
this chapter, showing effectiveness have 
been Identified, or when a request for 
hearing Is not made in the required for¬ 
mat or with the required analyses, 
the Commissioner will enter summary 
Judgment against the person (s) who re¬ 
quests a hearing, making findings and 
conclusions, denying a hearing. Any such 
order entering summary judgment shall 
set forth the Commissioner's findings 
and conclusions In detail and shall spe¬ 
cify why each study submitted fails to 
meet the requirements of the statute and 
regulations or why the request for hear¬ 
ing otherwise does not raise a genuine 
and substantial Issue of fact or shall 
specify the requirements of this para¬ 
graph with respect to format or analyses 
with which there Is a lack of compliance. 

<ii> Where a general notice or order 
(as defined in paragraph (b)(1) of this 
section) is used and the Director of the 
Bureau of Drugs concludes that summary 
Judgment against the person(s) request¬ 
ing a hearing should be considered, he 
shall serve upon such person (s) by reg¬ 
istered mall a proposed order denying a 
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hearing. Such person (s) shall have 60 
days after receipt of such proposed 
order to respond with sufficient data, in¬ 
formation and analyses to demonstrate 
that there Is a genuine and substantial 
issue of fact which Justifies a hearing. 

(til) Where a general or specific notice 
or order is used and the person (s) re¬ 
questing a hearing submits data or infor¬ 
mation of a type required by the statute 
and regulations, and the Director of the 
Bureau of Drugs concludes that summary 
judgment against such person!*) should 
be considered, he shall serve upon such 
person (a) by registered mall a proposed 
order denying a hearing. Such person(s) 
shall have 60 days after receipt of such 
proposed order to respond with sufficient 
data, information, and analyses to dem¬ 
onstrate that there is a genuine and sub¬ 
stantial issue of fact which justifies a 
hearing. 

(tv) If review of the data, information, 
and analyses submitted warrants the 
conclusion that the basis for the order is 
not valid, e.g.. that substantial evidence 
of effectiveness exists, the Commissioner 
shall deny the hearing, enter summary 
judgment for the person's) requesting 
the hearing, and revoke the order. If a 
hearing is not requested, the order will 
become effective as published. 

(v) If a hearing is requested and justi¬ 
fied, the provisions of Part 2 of this 
chapter shall apply to such hearing. 

(vi) A hearing shall be granted if there 
exists a genuine and substantial issue of 
fact or if the Commissioner concludes, in 
his discretion, that a hearing would oth¬ 
erwise be In the public Interest. 

(9) The repeal of any regulation con¬ 
stitutes a revocation of all outstanding 
certificates based upon such regulation. 
However, the CommLssloncr may, in his 
discretion, defer or stay such action 
pending a ruling on any related request 
for a hearing or pending any related 
hearing or other administrative or Ju¬ 
dicial proceeding. 

<c) Whenever any interested person 
submits an application or request pur¬ 
suant to provisions of section 507 of the 
act. or regulations promulgated there¬ 
under. which application or request con¬ 
templates the issuance, amendment, or 
repeal of any regulation, and such person 
has been informed in writing that such 
application or request is not approvable, 
or whenever such person has received 
no written communication advising 
whether or not such application is ap¬ 
provable by the 180th day after its sub¬ 
mission. such interested person may file 
a petition proposing the issuance, 
amendment, or repeal of such regulation 
under the provisions of section 507(f) 
of the act and Part 2 of this chapter. The 
Commissioner shall cause the regulation 
proposed In such petition to be published 
in the Federal Register within 60 days 
of the receipt of an acceptable petition 
and further proceedings shall be in ac¬ 
cord with the provisions of sections 507 
(f) and 701 (f) and (g) of the act and 
Part 2 of this chapter. 

(d)(1) No regulation providing for 
the certification of any batch of any drug 
composed wholly or in part of any kind 


of penicillin, streptomycin, chlortetracy- 
cline, chloramphenicol, bacitracin, or any 
other antibiotic drug, or any derivative 
thereof, intended for use by man shall be 
promulgated and no existing regulation 
will be continued in effect unless it is 
established by substantial evidence that 
the drug will have such characteristics 
of identity, strength, quality, and purity 
necessary to adequately insure safety and 
efficacy of use. “Substantial evidence’* 
has been defined by Congress to mean 
“evidence consisting of adequate and 
well-controlled investigations, including 
clinical investigations, by experts quali¬ 
fied by scientific training and experience 
to evaluate the effectiveness of the drug 
involved, on the basis of which It could 
fairly and responsibly be concluded by 
such experts that the drug will have the 
effectiveness it purports and is repre¬ 
sented to liave under the conditions pro¬ 
scribed. recommended or suggested in the 
labeling thereof/' This definition Is made 
applicable to a number of antibiotic 
drugs by section 507(h) of the act and 
it is the test of efficacy that will be ap¬ 
plied in promulgating, amending, or 
repealing regulations for the certification 
of all antibiotics under section 507(a) of 
the act as well. 

(2) The scientific essentials of an ade¬ 
quate and well-controlled clinical inves¬ 
tigation ore described in f 314.111(a)(5) 
of this chapter. 


PART 431—CERTIFICATION OF 
ANTIBIOTIC DRUGS 

40. In Part 431, S 431.52 is revised to 
read as follows: 

§ 131.52 Hearing*. 

Any person who contests the suspen¬ 
sion of certification service under 5 431.51 
shall have an opportunity for a regula¬ 
tory hearing before the Food and Drug 
Administration pursuant to Subpart P of 
Part 2 of this chapter. 


PART 433— EXEMPTIONS FROM ANTI¬ 
BIOTIC CERTIFICATION AND LABELING 

requirements 

41, In Part 433. 5 433.2 <c> and (d> are 
revised to read as follows: 

§ 133.2 Omdilinttn on (hr pffpfliwofM 
of exemption* from certilit'j*lion* 

• • • • • • 

(c) If the Commissioner repeals or 
suspends an exemption for an antibiotic 
drug, the approved new drug application, 
or an exemption from batch certification 
requirements, a notice to that effect and 
the reasons therefor will be published in 
the Federal Register. 

<d) Any person who contests the revo¬ 
cation or suspension or denial of rein¬ 
statement of an exemption shaD have an 
opportunity for a regulatory hearing be¬ 
fore the Food and Drug Adminlsti atlon 
pursuant to 8ubpart F of Port 2 of this 
chapter. 

42. Section 433.l2(b> (4) is revised and 
adding a paragraph ibK6) to read as 
follows: 
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§433.12 Exrmplion fur labeling. 

• • • 9 0 

(b) • • • 

(4) When the Commissioner finds that 
such application contains any untrue 
statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such permit 

(5) Any person who contests the de¬ 
nial or revocation of a permit shall have 
an opportunity for a regulatory hearing 
before the Food and Drug Administration 
pursuant to 8ubpart F of Part 2 of this 
chapter. 

• • • • • 

43. Section 433.13(b) is revised to read 
as follows: 

§ 433.13 Exemption for mnnufurturirtg 

me. 


(b) Ail application for such a permit 
shall be in a form specified by the Com¬ 
missioner. shall give the name and loca¬ 
tion of the establishment in which such 
drug is to be used and shall be accom¬ 
panied by; 

(1) A written agreement signed by the 
applicant that he will keep complete 
records showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab¬ 
lishment, and that he will make such 
records available to any officer or em¬ 
ployee of the Food and Drug Administra¬ 
tion at any reasonable hour within 3 
years after the date of such shipment 
or delivery; 

(2) A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for the 
manufacture of such other drug; such 
statement shall contain an agreement 
that he will keep complete records show¬ 
ing the date of receipt by him and the 
quantity and batch mark of each such 
shipment and delivery and the disposi¬ 
tion thereof and showing the quantity 
and batch mark of each batch of such 
other drug manufactured by him and 
the disposition thereof; that he will 
make such records available to any offi¬ 
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
disposition, and that he will accord full 
opportunity to such officer or employee 
to make inventories of stocks on hand 
and otherwise check the correctness of 
such records; and 

(3) A written agreement signed by .the 
person who will own the drug after its 
manufacture is completed that he will 
request certification of each batch there¬ 
of unless it Is exempt under section 801 
( d> of the act or IS 433.12, 433.14, 
433 . 16 . or 433.17. and that he will not 
remove any of such drug from such es¬ 
tablishment unless it complies with sec¬ 
tion 502 ( 1 ) of the act or the certification 
requirements of section 512(n) of the act 
or is so exempt or is returned to him for 
labeling. 

Wien the Commissioner finds that such 
application contains any untrue state¬ 
ment of a material fact or that any pro¬ 
vision of any such agreement has been 


violated, he may revoke such permit. 
Any person who contests the denial or 
revocation of a permit shall have an op¬ 
portunity for a regulatory hearing before 
the Food and Drug Administration pur¬ 
suant to Subpart F of Part 2 of this 
chapter. 

• • • • • 

44. Section 433.14(b) Is revised to read 
as follows: 

§ 433.14 Exemption for ntoragr. 

• • • * • 

(b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner, and shall give the name and 
location of the warehouse in which such 
drug Is to be stored. Such application 
shall be accompanied by : 

(DA written agreement signed by the 
applicant that he will request certifica¬ 
tion of each batch thereof unless it is 
exempt under section 801(d) of the act 
or §§ 433.12, 433.13. or 433.16, that he will 
not remove any of such drug from such 
warehouse unless it complies with sec¬ 
tion 502(1) of the act or the certification 
requirements of section 512(n> of the 
act or is so exempt or, if certification 
is refused unless it is returned within a 
reasonable time to permit reprocessing 
and certification, destruction, or such 
exemption at the establishment where 
it was manufactured: that he will 
keep complete records showing the date, 
quantity, and batch mark of each ship¬ 
ment and other delivery of any such 
drug to such warehouse, and that he will 
make such records available to any offi¬ 
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
shipment or delivery: and 

(2) A w ritten statement signed by the 
operator of such whorehouse showing that 
he has adequate facilities for such stor¬ 
age; such statement shall contain an 
agreement that he will hold each ship¬ 
ment or other delivery of such drug in¬ 
tact, under such conditions as will not 
cause failure of the drug to comply with 
the requirements for certification, that 
he will keep complete records showing 
the date of receipt by him and the quan¬ 
tity and batch mark of each such ship¬ 
ment and delivery and the disposition 
thereof, that he will make such records 
available to any officer or employee of 
the Food and Drug Administration at 
any reasonable hour within 3 years after 
the date of such disposition, and that he 
will accord full opportunity to such of¬ 
ficer or employee to make inventories of 
stocks on hand and otherwise check the 
correctness of such records. 

If the applicant keeps complete records 
showing the date, quantity, and batch 
mark of each shipment and other de¬ 
livery of any such drug from such ware¬ 
house and the name and post-office ad¬ 
dress of the person to whom such ship¬ 
ment or delivery was made, the agree¬ 
ment to keep records of such disposals, 
to make such records available, and to 
afford opportunity for checking their 
correctness may be included in the appli¬ 
cant’s agreement arid omitted from that 
of the operator. When the Commis¬ 


sioner finds that such application con¬ 
tains any untrue statement of a material 
fact or that any provision of any such 
agreement has been violated he may re¬ 
voke such permit. Any person who con¬ 
tests the denial or revocation of a permit 
shall have an opportunity for a regula¬ 
tory hearing before the Food and Drug 
Administration pursuant to Sub part F 
of Part 2 of this chapter. 

• • • • • 

45. Section 433.15(b) is revised to read 
os follows: 

§ 433.15 Exemption for proec^iong. 

• • • • • 

<b) An application for such a permit 
shall be in a form specified by the Com¬ 
missioner and shall give the name and 
location of the establishment in which 
such processing Is to be done. Such ap¬ 
plication shall be accompanied by: 

(D A wrritten agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, potency, 
and batch mark of each shipment and 
other delivery of any such solution to 
such establishment, and that he will 
make such records available to any offi¬ 
cer or employee of the Food and Drug 
Administration at any reasonable hour 
within 3 years after the date of such 
shipment or delivery; 

(2) A written agreement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
processing; such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark of 
each such shipment and delivery and 
the disposition thereof. that he w r ill make 
such records available to any officer or 
employee of the Food and Drug Admin¬ 
istration at any reasonable hour within 
3 years after the date of such disposition, 
and that he will accord full opportunity 
to such officer or employee to make 
Inventories of stocks on hand and other¬ 
wise check the correctness of such 
records: and 

(3) A wTitten agreement signed by the 
person who will own the drug after the 
processing is completed that he will 
request certification of each batch there¬ 
of unless it Is exempt under section 
801(d) of the act or §5 433.12. 433.13, 
433.14, 433.16. or 433.17, and that he will 
not remove any of such drug from such 
establishment unless it complies with 
section 502(1) of the act or the certifica¬ 
tion requirements of section 512(n> of 
the act or is so exempt. 

When the Commissioner finds that 
such application contains any untrue 
statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such per¬ 
mit. Any person who contests the denial 
or revocation of a permit shall have an 
opportunity for a regulatory hearing be¬ 
fore the Food and Drug Administration 
pursuant to Subpart F of Part 2 of this 
chapter. 

• • • « • 

460 Section 433.16(b) is revised to read 
as follows: 
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§ 133.16 Exemption for rrparkin*. 

• • • • • 

ib» An application for such a permit 
shall be In a form specified by the Com¬ 
missioner, and shall give the name and 
location of the establishment In which 
such repacking is to be done. Such ap¬ 
plication shall be accompanied by: 

(1) A written agreement signed by the 
applicant that he will keep complete rec¬ 
ords showing the date, quantity, and 
batch mark of each shipment and other 
delivery of any such drug to such estab¬ 
lishment, and that he will make such 
records available to any officer or em¬ 
ployee of the Food and Drug Administra¬ 
tion at any reasonable hour within 3 
years after the date of each shipment or 
delivery: 

<2> A written statement signed by the 
operator of such establishment showing 
that he has adequate facilities for such 
repacking: such statement shall contain 
an agreement that he will keep complete 
records showing the date of receipt by 
him and the quantity and batch mark 
of each such shipment and delivery and 
the disposition thereof, that he will make 
such records available to any officer or 
employee of the Food and Drug Admin¬ 
istration at any reasonable hour within 
3 years after the date of such disposition, 
and that he will accord full opportunity 
to such officer or employee to make in¬ 
ventories of stocks on hand and other¬ 
wise check the correctness of such rec¬ 
ords; and 

(3) A written agreement signed by the 
person w’ho will own the drug after the 
repacking is completed that he will re¬ 
quest certification of each batch thereof 
unless it is exempt under section 801 (d> 
of the act or 55 433.12. 433.13, 433.14. or 
433.17, and that he will not remove any 
of such drug from such establishment 
unless It complies with section 502(1 > 
of the act or the certification require¬ 
ments of sect ion 512 • n > of the act or 
exempt or is returned to him for labeling 
or. if certification is refused, unless it is 
returned within a reasonable time to 
permit reprocessing and certification, 
destruction, or such exemption at the 
establishment where it was manufac¬ 
tured. 

When the Commissioner finds that 
such application contains any untrue 
statement of a material fact or that any 
provision of any such agreement has 
been violated he may revoke such permit. 
Any person who contests the denial or 
revocation of a permit shall have an op¬ 
portunity for a regulatory hearing before 
the Food and Drug Administration pur¬ 
suant to 8ubpart F of Part 2 of this 
chapter. 


PART 511—NEW ANIMAL DRUGS FOR 
INVESTIGATIONAL USE 

47. In Part 511, by amending §511.1 
by revising the undesignated paragraph 
at the end of paragraph (b) (5) and par¬ 
agraphs (c) (1) and (4) and (d)(2) to 
read as follows: 


§ SI 1.1 New animal drug* for investiga¬ 
tional tine exempt from wriion 512 
(a) of ike art. 

• • • • • 

(b) • • • 

(5) • • • 

Authorizations granted under tills sub- 
paragraph do not exempt investigational 
animals and their products from compli¬ 
ance with other applicable inspection re¬ 
quirements. Any person who contests a 
refusal to grant such authorization shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad¬ 
ministration pursuant to Subpart F of 
Part 2 of this chapter. 

9 • • • • 

<c> Withdrawal of eligibility to receive 
investigational-use new animal drugs. 
(1) Whenever the Food and Drug Ad¬ 
ministration has information indicating 
that an investigator has repeatedly or de¬ 
liberately failed to comply with the con¬ 
ditions of these exempting regulations or 
has submitted false information either 
to the sponsor of the investigation or in 
any required report, the Director. Bureau 
of Veterinary Medicine, will furnish the 
investigator written notice of the matter 
complained of in general terms and offer 
him an opportunity to explain the mat¬ 
ter in on informal conference and/or In 
writing. If an explanation is offered but 
not accepted by the Bureau of Veteri¬ 
nary Medicine, the investigator shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad¬ 
ministration pursuant to Subpart F of 
Part 2 of this chapter on the quest ion of 
whether the investigator is entitled to re¬ 
ceived investigational new animal drugs. 
• * • • • • 

(c> (4 / If the Commissioner determines, 
after the unreliable data submitted 
by the investigator arc eliminated from 
consideration, that the data remaining 
are inadequate to support a conclusion 
that it is reasonably safe to continue the 
investigation, he shall first notify the 
sponsor, who shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter on 
whether the exemption should be termi¬ 
nated. If a danger to the public health 
exists, however, he shall terminate the 
exemption forthwith and notify the 
sponsor of the termination. In such event 
the sponsor shall have an opportunity for 
a regulatory hearing before the Food and 
Drug Administration pursuant to Sub¬ 
part F of Part 2 of this chapter on the 
question of whether the exemption 
should be reinstated. 

• • • • • 

<d) • • • 

(2) The continuance of the investiga¬ 
tion is unsafe or otherwise contrary to 
the public interest or the drug is being 
or has been used for purposes other than 
bona fide scientific investigation, he shall 
first notify the sponsor and Invite his 
immediate correction. If the conditions 
of the exemption are not immediately 


met. the sponsor shall have an oppor¬ 
tunity for a regulatory hearing before the 
Food and Drug Administration pursuant 
to Subpart F of Part 2 of tills chapter on 
whether the exemption should be termi¬ 
nated. If the exemption is terminated the 
sponsor shall recall or have destroyed 
the unused supplies of the new animal 
drug. 

• • • • • 


PART 514—NEW ANIMAL DRUG 
APPLICATIONS 

48. In Part 514. § 514.201 is revised to 
read as follows: 

§ .*>1 1.201 K’rocrdurr for liraring*. 

Hearings relating U> new animal drugs 
under section 505 (d), (e), <m)(3>. and 
tm>(4> of the act shall be governed by 
Part 2 of this chapter. 

§§314.202, 511.203, 511.204, 514.205, 
514.206 I Revoked). 

49. Sections 514202. 514203. 514.204, 
514 205. and 514.206 are revoked. 

50. 8ection 514.210 is revised to read as 
follows: 

§ 514.210 Hearing proved urr. 

Hearings pursuant to $ 514.155 shall 
be governed by Subpart F of Part 2 of 
this chapter. 

§§511.220, 514.221, 314.222, 514.230, 
514.231,514.232 [Revoked], 

51. Sections 514.220. 514.221, 514222, 
514230. 514.231. and 514232 are revoked. 

52. Section 514235 is revised as fol¬ 
lows: 

§ 514.235 J ml trial review. 

(a) The transcript and record shall 
be certified by the Commissioner. In any 
case in which the Commissioner enters 
an order without a hearing pursuant to 
§ 314200(g) of tills chapter, the re¬ 
quest (s) for hearing together with the 
data and information submitted and the 
Commissioner s findings and conclusions 
shall be included in the record certified 
by the Commissioner. 

(b) Judicial review of an order with¬ 
drawing approval of a new drug appli¬ 
cation. whether or not a hearing has been 
held, may be sought by a manfacturer or 
distributor of an Identical, related, or 
similar drug product, as defined in I 310.6 
of this chapter, in a United States court 
of appeals pursuant to section 505ih> 
of the act. 


PART 601— LICENSING 

53. In Part 601. $§ 601.4, 601.5, and 
601.6(c) are revoked and the remainder 
of § 601.6 Is redesignated as 8 601.12, new 
$8 601.4 through 601.0 are added to read 
as follows: 

§ 601.4 Immuhtc and denial of lic*eti*e. 

(a) An establishment or product li¬ 
cense shall be Issued upon a determina¬ 
tion by the Commisioner that the estab¬ 
lishment or the product, as the case may 
be. meets the applicable standards estab¬ 
lished in this chapter. Licenses shall be 
valid until suspended or revoked. 
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<b) If the Commissioner determines 
that the establishment or product does 
not meet the standards established in 
this chapter, he shall deny the applica¬ 
tion and inXorm the applicant of the 
grounds for. and of an opportunity for 
a healing on. his decision. IX the appli¬ 
cant so requests, the Commissioner shall 
issue a notice of opportunity for hearing 
on the matter pursuant to 8 2.111(b) of 
this chapter. 

S 601.5 Revocation of licemc. 

(a) An establishment or product li¬ 
cense shall be revoked upon application 
of the manufacturer giving notice of in¬ 
tention to discontinue the manufacture 
of all products or to discontinue the 
manufacture of a particular product for 
which a license is held, and waiving an 
opportunity for a hearing on the matter. 

<b) IX the Commissioner finds that (1) 
authorized Pood and Drug Administra¬ 
tion employees after reasonable efforts 
have been unable to gain access to an es¬ 
tablishment or a location for the purpose 
of carrying out the inspection required 
under 8 600.21 of this chapter. <2> manu¬ 
facturing of products or of a product has 
been discontinued to an extent that a 
meaningful inspection or evaluation can¬ 
not be made. (3) the manufacturer has 
failed to report a change as required by 
§ 601.12, (4) the establishment or any 
location thereof, or the product for which 
the license has been issued, fails to con¬ 
form to the applicable standards estab¬ 
lished In the license and in this chapter 
designed to ensure the continued safety, 
purity, and potency of the manufactured 
product, (5) the establishment or the 
manufacturing methods have been so 
changed as to require a new showing that 
the establishment or product meets the 
standards established In this chapter in 
order to protect the public health, or (6> 
the licensed product is not safe and effec¬ 
tive for all of Its intended uses or is mis¬ 
branded with respect to any such use. 
he shall notify the licensee of his inten¬ 
tion to revoke the license, setting forth 
the grounds for. and offering an oppor¬ 
tunity for a hearing on, the proposed 
revocation. Except as provided in 8 601,6 
and in cases Involving willfulness, the 
notification required in this paragraph 
shall provide a reasonable period for the 
licensee to demonstrate or achieve com¬ 
pliance with the requirements of this 
chapter, before proceedings will be in¬ 
stituted for the revocation of the license. 
If compliance is not demonstrated or 
achieved and the licensee does not waive 
the opportunity for a hearing, the Com¬ 
missioner shall issue a notice of oppor¬ 
tunity for hearing on the matter pursu¬ 
it to 8 2.111(b) of this chapter. 

§ 601.6 Su*.pen*i,,n of license. 

(a) Whenever the Commissioner has 
reasonable grounds to believe that any of 
the grounds for revocation of a license 
exist and that by reason thereof there is 
a danger to health, he may notify the 
licensee that his license for the estab- 
hshment or the product is suspended and 
roQuire that the licensee (1) notify the 
selling agents and distributors to whom 
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such product or products have been de¬ 
livered of such suspension, and (2) fur¬ 
nish to the Director. Bureau of Biologies, 
complete records of such deliveries and 
notice of suspension. 

(b) Upon suspension of a license, the 
Commissioner shall either (1) proceed 
pursuant to the provisions of 8 601.5(b) 
to revoke the license, or <2) if the 
licensee agrees, hold revocation in abey¬ 
ance pending resolution of the matters 
involved. 

§ 601.7 Procedure for hearing*. 

(a) A notice of opportunity for hear¬ 
ing. notice of appearance and request for 
hearing, and grant or denial of hearing 
for a biological drug pursuant to this 
Part, for which the exemption from the 
Federal Food. Drug, and Cosmetic Act in 
8 310.4 of this chapter has been revoked, 
shall be subject to the provisions of 
8 314.200 of this chapter except to the ex¬ 
tent that the notice of opportunity for 
hearing on the matter issued pursuant to 
8 2.111(b) of this chapter specifically pro¬ 
vides otherwise. 

<b) Hearings pursuant to 88 601.4 
through 601.6 shall be governed by Part 
2 of this chapter. 

(c) When a license has been sus¬ 
pended pursuant to 8 601.6 and a hearing 
request has been granted, the hearing 
shall proceed on an expedited basis. 

§ 601.8 Publication of revocation. 

Notice of revocation of a license, with 
statement of the cause therefor, shall be 
issued by the Commissioner and pub¬ 
lished in the Federal Register. 

§ 601.9 License#; rru^ujiitce. 

(a> Compliance with standards. An 
establishment or product license, previ¬ 
ously suspended or revoked, may be re¬ 
issued or reinstated upon a showing of 
compliance with required standards and 
upon such inspection and examination 
as may be considered necessary by the 
Commissioner. 

(b) Exclusion of noncomplylno loca¬ 
tion. An establishment or product license, 
excluding a location or locations that 
fall to comply with required standards, 
may be issued without further applica¬ 
tion and concurrently with the suspen¬ 
sion or revocation of the license for non- 
compliance at the excluded location or 
locations. 

86 601.40. 601.41, 601.42, 601.43, 

601.LI I RevokedJ. 

54. Sections 601.40 through 601.44 are 
revoked. 

PART 701—COSMETIC LABELING 

55. In Part 701, 8 701.3(b) and (e) 
are revLsed to read as follows: 

§ 701.3 DcftSennlion of ingredient*. 

• • • • • 

(b) The declaration of Ingredients 
shall appear with such promlence and 
conspicuousness as to render it likely to 
be read and understood by ordinary in¬ 
dividuals under normal conditions of 
purchase. The declaration shall appear 
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on any appropriate information panel in 
letters not less than Vta of an inch in 
height and without obscuring design, 
vignettes, or crowding. In the absence of 
sufficient space for such declaration on 
the package, or where the manufacturer 
or distributor wishes to use a decora¬ 
tive container, the declaration may ap¬ 
pear on a firmly affixed tag. tape, or 
card. In those cases where there is in¬ 
sufficient space for such declaration on 
the package, and it is not practical to 
firmly affix a tag. tape, or card, the Com¬ 
missioner may establish by regulation ail 
acceptable alternate, e g., a smaller type 
size. A petition requesting such a regula¬ 
tion as an amendment to this paragraph 
shall be submitted pursuant to Part 2 of 
this chapter. 


(e) Interested persons may submit a 
petition requesting the establishment of 
a specific name for a cosmetic ingredient 
pursuant to Part 2 of this chapter. The 
Commissioner may also propose such a 
name on his own Initiative. 


PART 1003—NOTIFICATION OF DEFECTS 
OF FAILURE TO COMPLY 

56. In Part 1003, 8 1003.11 Is amended 
by adding An undesignated paragraph at 
the end of paragraph (a> as follows: 

§ 1003.11 Determination by Secretary 
that product fail# to comply or bn* 
a defect. 

(*>••• 

The manufacturer shall have an oppor¬ 
tunity for a regulatory hearing before 
the Food and Drug Administration pur¬ 
suant to Subp&rt F of Part 2 of this 
chapter. 

• • • • # 

57. Section 1003.31(d) is added to read 
as follows: 

§ 1003.31 * Granting the exemption. 


<d) Any person who contests denial of 
an exemption shall have an opportunity 
for a regulatory hearing before the Food 
and Drug Administration pursuant to 
Subpart F of Part 2 of this chapter. 


PART 1004— REPURCHASE, REPAIRS, OR 
REPLACEMENT OF ELECTRONIC PROD- 
UCTS 

58. In Part 1004. § 1004.6 Is amended 
by adding the following new sentence at 
the end as follows: 

§ 100-1.6 Approval of plan#. 

• • • Any person who contests denial 
of a plan shall have an opportunity for a 
regulatory hearing before the Food and 
Drug Administration pursuant to Sub¬ 
part F of Part 2 of this chapter. 


PART 1210—REGULATIONS UNDER THE 
FEDERAL IMPORT MILK ACT 

59, In Part 1210, the heading of Bub- 
part D and 8 1210.30 are revised to read 
as follows: 
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Subpart D—Hearings 

g 1210.30 Hearing procedure* for permit 
denial. Mj**prn-i<m, and revocation. 

Any person who contests denial, sus¬ 
pension. or revocation of a permit shall 
have an opportunity for a regulatory 
hearing before the Food and Drug Ad¬ 
ministration pursuant to Subpart F of 
Part 2 of this chapter. 

60. Section 1210.31 Is revoked and 
4 1210.63 is redesignated as new $ 1210.31 
to read as follows: 

§ 1210.31 Hearing before prosecution* 

Before violation of the act is referred 
to the Department of Justice for pros¬ 
ecution under section 5 of the Federal 
Import Milk Act, an opportunity to be 
heard will be given to the party against 
whom prosecution is under considera¬ 


tion. The hearing will be private and 
confined to questions of fact. The party 
notified may present evidence, either oral 
or written, in person or by attorney, to 
show cause why he should not be pros¬ 
ecuted. After a hearing is held, if it ap¬ 
pears that the law has been violated, 
the facts will be reported to the Depart¬ 
ment of Justice. 

§§ 1210.32. 1210.33, 1210.10, 1210.41, 
1210.12. 1210.13, 1210.11, 1210.50, 
1210.51, 1210.32, 1210.53, 1210.54, 
1210.55, 1210.56, 1210.57, 1210.58, 
1210.59, 1210.60, 1210.61, 1210.62, 
| Revolted)« 

61. Sections 1210.32. 1210.33, and Sub¬ 
parts E. F and G of Part 1210. including 
1210.40, 1210.41. 1210.42, 1210.43, 1210.44, 
1210.50. 1210.51, 1210.52. 1210.53. 1210.54. 
1210.55, 1210.56, 1210.57, 1210.58, 1210.59. 
1210 60. 1210.61. 1210.62 are revoked. 


Effective date . This order shall be ef¬ 
fective on July 28, 1975, except that 
4$ 2.20<b> and 2.21 shall be effective on 
November 24. 1975. Interested persons 
may, on or before July 28. 1975, file 
with the Hearing Clerk. Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20852, written com¬ 
ments in quintuplicatc on any aspect of 
this order. Comments received will be 
available for public inspection at the 
above office during working hours, Mon¬ 
day through Friday. Any changes in this 
order justified by such comments will be 
the subject of a further order amending 
the specific regulations involved. 

Dated: May 9. 1975. 

A. M. Schmidt. 

Commissioner of Food and Drugs . 

|FR Doc.75-13283 Filed 5^19-75:8:45 am) 


t 
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PROPOSED RULES 


DEPARTMENT OF 
TRANSPORTATION 

Federal Aviation Administration 

[ 14 CFR Parts 23, 25, 27, 29. 91,121 and 
127] 

(Docket No. 14626; Notice No. 76-231 

AIRWORTHINESS REVIEW PROGRAM 

Notice No. 5: Equipment and Systems 
Proposals 

The Federal Aviation Administration 
la considering amending Parts 23, 25. 27. 
29. 91, 121 and 127 of the Federal Avia¬ 
tion Regulations to update and Improve 
the airworthiness standards applicable 
to aircraft equipment and systems and 
to make related changes in the operating 
rules. 

This is one of a series of notices of 
proposed rule making issued, or to be 
issued, as a part of the First Biennial Air¬ 
worthiness Review Program. Notice No. 

74- 33 39 FR 36595; October 11, 1974) 
was the first. Amendments 21-43, 23-16. 
and 25-37, issued on December 31. 1974 
(40 FR 2576; January 14, 1975 * pursuant 
to that notice, incorporated certain form 
number and clarifying revisions into the 
Federal Aviation Regulations. In addi¬ 
tion to Notice 74-33. the following Air¬ 
worthiness Review notices of proposed 
rule making have been issued: Notice No. 

75- 10 (40 FR 10802, March 7, 1975); 
Notice No. 75-19 (40 FR 21866. May 19. 
1975); and Notice 75-20 <40 FR 22110, 
May 20,1975). 

Interested persons, including the gen¬ 
eral public, manufacturers and users of 
aircraft and their components, both for¬ 
eign and domestic, and foreign airworthi¬ 
ness authorities, are invited to partici¬ 
pate in this proposed rulemaking by sub¬ 
mitting such written data, views, or argu¬ 
ments as they may desire. Comments re¬ 
lating to any significant environmental 
or economic impact that might result be¬ 
cause of the adoption of the proposals 
contained herein may also be submitted. 
Comments should identify this regula¬ 
tory docket or notice number (Docket No. 
14625; Notice No. 75-23) and be sub¬ 
mitted in duplicate to: Federal Aviation 
Administration, Office of Chief Counsel. 
Attention: Rules Docket. AOC-24, 890 
Independence Avenue. SW. Washington. 
D.C. 20591. All communications received 
on or before August 25, 1975, will be 
considered by the Administrator before 
taking action on the proposed rules. 
However. Interested persons are urged 
to submit their comments as early as 
possible to facilitate rapid resolution 
of any issues raised. The proposals con¬ 
tained In this notice may be changed In 
the light of comments received. All com¬ 
ments submitted will be available in the 
Rules Docket for examination by inter¬ 
ested persons. 

On February 12, 1974, the FAA issued 
an invitation to all interested persons 
to submit proposals for consideration 
during the First Biennial Airworthiness 
Regulations Review (see Notice 74-5, 39 
FR 5785. February 15. 1974). In that 
notice, the FAA announced that it would 
make available for comment by Inter¬ 


ested persons a compilation of proposals 
that were to be given further considera¬ 
tion as possible agenda items for the First 
Biennial Airworthiness Review Confer¬ 
ence. On May 22. 1974, the PAA issued an 
announcement of the availability of the 
compilation of proposals containing over 
1000 submissions by the FAA and inter¬ 
ested persons, and invited all inter¬ 
ested persons to submit comments on the 
proposals It contained • see Notice 74-5A. 
39 FR 18662, May 29, 1974). 

In response to that invitation for com¬ 
ments. the FAA received over 4900 in¬ 
dividual comments contained in 74 sub¬ 
missions. Based on those comments and 
on the compilation of proposals, the FAA 
prepared a number of working docu¬ 
ments for the Airworthiness Review* Con¬ 
ference held in Washington. D.C., on De¬ 
cember 2-11. 1974. The FAA distributed 
those documents to ail persons who had 
participated in the Airworthiness Re¬ 
view Program and to ail other interested 
persons who requested them (see Notice 
74-5B, 39 FR 36394, October 11. 1974). 

For reasons given in Notice 74-5B. not 
all of the proposals contained In the 
compilation were included ' x the agenda 
for the conference. However, the pro¬ 
posals not included in the agenda were 
listed in a conference workbook titled 
“Proposals Not In Agenda." In general. 
Notice 75-10 deals with the proposals 
Identified as “Items for Notice" in that 
workbook. 

On November 25, 1974, the FAA issued 
a notice of conference that set forth 
the schedule for the conference and in¬ 
vited all interested persons to attend the 
conference (sec Notice 74-5C, 39 FR 
41319. November 26,1974). 

The Airworthiness Review Conference 
was attended by over 586 individuals 
representing 22 foreign airworthiness au¬ 
thorities as well as aircraft manufactur¬ 
ers and users. Except for the opening 
and closing plenary sessions of the con¬ 
ference. one or more committees dis¬ 
cussed agenda items during conference 
working hours. Summaries were given 
by the FAA Committee Chairmen at the 
close of discussions on each agenda item. 
Persons present were given an oppor¬ 
tunity to correct those oral summaries. 
Transcripts of those summaries (with 
editorial revisions) were combined with 
an attendee list for the conference as 
well as with transcripts of certain ple¬ 
nary session speeches and w r ere distri¬ 
buted In accordance with a notice of 
availability issued February 4. 1975 (see 
Notice 74-5D. 40 FR 5810; February 7. 
1975>. 

In general this notice deals with the 
proposals that were contained In the 
Committee workbook titled "Committee 
V—Equipment". That workbook con¬ 
tained the proposals discussed by the 
Equipment and Systems Committee at 
the Airworthiness Review Conference. 
Another conference working document 
used was the Agenda for the Airworthi¬ 
ness Review Conference. That document, 
in addition to providing general infor¬ 
mation relating to the conference, in¬ 
cluded details on how the proposals were 
grouped into agenda items, and the 


scheduling of those items for discussion. 
Both the workbooks and the agenda 
were updated and corrected by a supple¬ 
mental working document distributed 
prior to and at the conference to par¬ 
ticipating individuals as well as to other 
interested persons. These workbooks 
along with the committee discussions 
and written information submitted by 
conference attendees have provided the 
basis upon which the FAA has developed 
this notice. 

A number of proposals contained in 
this notice were not included In the Com¬ 
mittee V workbook. Among these are pro¬ 
posals that are directly related to the 
proposals in the workbook and are in¬ 
cluded for the sake of clarity, consist¬ 
ency. and comprehensiveness. In addi¬ 
tion, there are several proposals dealt 
with in this notice which appeared as 
“Items for Notice" in the "Proposal Not 
in Agenda" workbook but were withheld 
from consideration pending the comple¬ 
tion of the Airworthiness Review Con¬ 
ference (see Appendix I to Notice 75-10 
for a list of those proposals). 

A number of proposals contained in 
the Committee V workbook are not In¬ 
cluded in this notice. These proposals 
(listed in Appendices I. II. and HI) fall 
into three categories as follows: 

Appendix /—those proposals which are 
being deferred to a later notice or to the 
next Airworthiness or Operations Re¬ 
view. 

Appendix II —those proposals which 
were withdrawn by their proponent. 

Appendix III —those proposals which 
were removed from consideration dur¬ 
ing this Airworthiness Review. 

The FAA believes that, in general, the 
proposals in Appendix I have sufficient 
merit to warrant further consideration 
and will be dealt with in the next Air¬ 
worthiness or Operations Review, unless 
withdrawn by their proponent. But. be¬ 
cause of the complexity of the proposal, 
the need for additional data, or the op¬ 
erational character of the proposal, fur¬ 
ther consideration within this Air¬ 
worthiness Review is not feasible. The 
proposals in Appendix III have been re¬ 
moved from consideration for the rea¬ 
sons stated in that appendix. 

The FAA believes that the airworthi¬ 
ness standards should, to the extent 
practical, be consistent throughout the 
airplane and rotorcraft certification 
parts (Parts 23. 25. 27. and 29*. There¬ 
fore. the FAA has attempted within the 
time frame of this Airworthiness Review 
Program, to make consistent and parallel 
proposals, where appropriate, for each 
of these certification parts. 

To avoid unnecessary repetition, in a 
number ot instances the proposals de¬ 
veloped for purposes of consistency are 
not set forth in their entirety if those 
proposals are substantively identical to 
another proposal in tills notice. A short- 
form proposal referring to a proposal 
that is expressly set forth In this notice 
is used. Where a short-form proposal u 
used, however, there may be a need, u 
the proposal is to be adopted as a p 111 * 1 
rule, to change paragraph designAU 01 ^ 
cross references, or aircraft terminology 
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<Lc. “airplane” to “rotorcraft", or vice 
versa) from that used In the referenced 
express proposal. 

The FAA recognizes that there may 
exist additional Instances in which a 
proposed rule change prescribed in this 
notice as expressly applying only to cer¬ 
tain parts of the Federal Aviation Regu¬ 
lations should more appropriately apply 
to additional parts as well. Therefore, 
with respect to each proposal in this no¬ 
tice relating to Parts 23, 25, 27. or 29 of 
the Federal Aviation Regulations for 
which similar proposals do not exist for 
all of those parts, comments are solicited 
from all interested persons with respect 
to the applicability of that proposal (and 
its stated explanation) to those parts 
for which the proposal has not been ex¬ 
pressly presented. Such comments re¬ 
ceived in response to this notice will 
either be dealt with as a part of the 1974- 
1975 Airworthiness Review Program or 
be considered as a part of the next Bi¬ 
ennial Airworthiness Review. 

For convenience, each proposal in this 
notice Is numbered separately. The FAA 
requests that interested persons, when 
submitting comments, refer to proposals 
by these numbers, or by the section to 
which they relate. Each proposal con¬ 
tains, or references a proposal that con¬ 
tains, a reference to the Airworthiness 
Review Program proposal number, sec¬ 
tion. and agenda item to which that pro¬ 
posal relates. Comment on this notice 
should not refer to the Airworthiness Re¬ 
view Program proposal numbers or sec¬ 
tion numbers without also referring to 
the corresponding proposal numbers as 
set forth in this notice. Each proposal 
in this notice is provided with an ex¬ 
planation. In addition, to avoid confu¬ 
sion several of the proposals in this 
notice reference proposals In Notice 75- 
10 that deal with the same regulatory 
provisions. Several explanations deal 
with comments received in response to 
Notice 74-5A; however, all comments 
submitted In response to Notice 74-5A 
or submitted for the Airworthiness Re¬ 
view Conference, dealing with proposals 
contained In this notice, should be re¬ 
submitted If It is desired that they be 
considered as a part of this rulemaking 
action. 

This amendment is proposed under the 
authority of sections 313(a), 601. 603. 
604 and 605 of the Federal Aviation Act 
of 1958 <49 U.S.C. 1354(a), 1421. 1423, 
H24, and 1425) and of section 6(c) of the 
Department of Transportation Act (49 
US.C. 1653(c)). 

In consideration of the foregoing. It 
is Proposed to amend Parts 23. 25. 27. 29, 
91. 121 and 127 of the Federal Aviation 
Regulations as follows: 


PA 5Ii 3 ~ AIRWORTHIN ESS STANDARDS 
NORMAL, UTILITY, AND ACROBATIl 
CATEGORY AIRPLANES 

&-1 By revising { 23.1301 to read a 

follows: 


^ *3.1301 Function and inMallntion. 


<a) Each item of installed equipment 

must— 


5® a ktod and design appropri- 
to its Intended function; 


(2) Be permanently and legibly 
marked or. if the item is too small to 
mark, tagged as to its identification, 
function, and operating limitations: 

(3) Be installed according to limita¬ 
tions specified for that equipment: and 

(4) Function properly when installed. 

(b) No item of Installed equipment 

may under any circumstance prevent 
the proper operation of any required 
system or of any other system provided 
to the flight crew for controlling, navi¬ 
gating, or monitoring performance of the 
airplane. 

Explanation. This proposal would ex¬ 
pand the applicability of this section to 
cover some optional equipment not now 
covered by present paragraph (a). Serv¬ 
ice experience has shown that improp¬ 
erly designed or malfunctioning optional 
equipment may introduce hazards. Pro¬ 
posed paragraph (a) is identical to the 
present requirement in 5 25.1301 except 
for the clarification in proposed para¬ 
graph (a)(2). Proposed paragraph (b) 
would prohibit detrimental interference 
with required systems or any other sys¬ 
tem used in controlling, navigating or 
monitoring performance of the airplane. 
The addition of proposed paragraph (b) 
would render present 6 23.1309(a) super¬ 
fluous. Therefore, it is also being pro¬ 
posed that 6 23.1309(a) be deleted. 

Ref . Proposal No. 672; 6 23.1301; 
Agenda Item A-l. 

§ 23.1309 1 Amended 1 

5-2. By deleting 4 23.1309(a) and 
ma rking it ” (Reserved 1 ”. 

Explanation . See the proposal for 
5 23.1301. 

Ref. Proposal No. 672; 5 23.1301; 
Agenda Item A-l. 

5-3. By revising 6 23.1321(a) and by 
adding a new 5 23.1321(e) to read as 
follows: 

§ 23.1321 Arrangement and vUibility. 

fa) Each instrument which has a vis¬ 
ual indicator for use in flight by any pilot 
must be plainly visible to him from his 
station with the minimum practicable 
deviation from his normal position and 
line of vision when he is looking forward 
along the flight path. 


(e) If a visual indicator is provided to 
indicate malfunction of an instrument. It 
must be effective under all cockpit light¬ 
ing conditions. 

Explanation . The present visibility re¬ 
quirement in 6 23.1321(a) pertains only 
to flight, navigation, and powrerplant in¬ 
struments. Since other devices may be 
intended for use in flight and a pilot may 
develop vertigo by his head movements 
to see these devices, the location of all 
visual indicators for use In flight needs 
to be considered. Of course, flight safety 
will remain the primary consideration In 
position priority. The standard of “mini¬ 
mum practicable deviation” will remain, 
if the rule is adopted as proposed, thus 
allowing considerations of all factors 
related to utilization and flight safety. 
This same proposal is also made for 
66 25.1321(a).27.1321(a), and 29.1321(a). 


The proposed 6 23.1321(e), if adopted, 
would extend the requirement of the 
present and proposed 6 23.1321(a) to re¬ 
quire consideration of all possible cockpit 
lighting conditions for visibility of re¬ 
quired malfunction indicators. 

The FAA considered the question 
whether the proposal should apply only 
to required malfunction indicators or 
to all indicators, and believes that if a 
malfunction Indicator has been provided 
for the crew it should be effective under 
all cockpit lighting conditions. 

Ref. Proposal Nos. 680, 681. 791. 864, 
950; 55 23.1321, 23.1321(a). 25.1321(b), 
27.1321, 29.1321; Agenda Items B-7, B-8. 

5-4. By revising 5 23.1323 to read as 
follows: 

§ 23.1323 Airspeed indicating syMcm. 

(a) Each airspeed Indicating instru¬ 
ment must be calibrated to Indicate true 
airspeed (at sea level with a standard 
atmosphere) with a minimum practi¬ 
cable instrument calibration error when 
the corresponding pitot and static pres¬ 
sures are applied. 

(b) Each airspeed system mast be cali¬ 
brated in flight to determine the system 
error. The system error. Including posi¬ 
tion error, but excluding the airspeed 
indicator instrument calibration error, 
may not exceed three percent of the 
Indicated airspeed or five knots, which¬ 
ever is greater, throughout the following 
speed ranges: 

(1) 1.3 V.i to Vjro/bfjro or V,#, which¬ 
ever is appropriate with flaps retracted. 

(2) 1.3 V.t to V#* with flaps extended. 

Explanation. Sec the proposal for 

6 23.1545(a). 

Ref. Proposal Nos. 114, 129: 65 23.1323 
(a>, 23.1545(a): Agenda Item B-9. 

5-5. By amending 6 23.1325 by adding 
paragraph (d) to read as follows: 

§ 23.1325 Sialic procure system. 

• • • • • 

<d) Each system must be designed and 
installed so that the error In indicated 
pressure altitude, at sea level, with a 
standard atmosphere, excluding instru¬ 
ment calibration error, does not result 
in an error of more than ±30 feet per 
100 knots speed for the appropriate con¬ 
figuration In the speed range between 
1.3 Vs* with flaps extended and 1.8 Vsi 
with flaps retracted. However, the error 
need not be less than ±30 feet. 

Explanation . This proposal is identical 
to the standard presently required by 
6 25.1325(e). Part 23 now contains no 
specified standard of allowable error for 
the static pressure system. This proposal, 
if adopted, will provide a standard which 
would be consistent for small airplanes 
and transport category airplanes. 

Airworthiness Review Notice 75-10 
proposed a new 5 23.1325(c). 

Ref. Proposal No. 685; 5 23.1325; 

Agenda Item B-12. 

5-6. By revising 5 23.1327(b), and by 
adding a new 6 23.1327(c), to read as 
follows: 

§ 23.1327 Magnetic direction indicator. 

• a • • • 

(b) Except as provided In paragraph 
(c), the compensated Installation may 
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not have a deviation, in level flight, 
greater than ten degree* on any heading. 

<c> A magnetic nonstabilized direc¬ 
tion indicator may deviate more than ten 
degrees due to the operation of elec¬ 
trically powered systems such ns elec¬ 
trically heated windshields If either an 
additional magnetic direction indica¬ 
tor (stabilized or nonstabilized) which 
docs not have a deviation, in level 
flight, greater than ten degrees on any 
heading, or a gyroscopic direction indi¬ 
cator. is Installed. Deviations of a mag¬ 
netic nonstabilized direction indicator 
of more than 10 degrees must be pla¬ 
carded in accordance with 5 23.1547(e). 

Explanation. This proposal would al¬ 
low deviation (exceeding 10 degrees) in 
a magnetic nonstabilized direction in¬ 
dicator caused by operation of elec¬ 
trically powered systems if the airplane 
is equipped with another direction indi¬ 
cator that meets the standard specified 
in paragraph (b) and the airplane is 
placarded in accordance with proposed 
5 23.1547(e). Under these conditions, 
safety would not be adversely affected. 
A similar change is proposed for 
I 27.1327. 

Ref. Proposal Nos. 686. 867; 55 23.1327 
(b). 27.1327(b); Agenda Item B-13. 

5-7. By redesignating $ 23.1329 as 
5 23.1311; and by revising the heading, 
by deleting the Introductory phrase, by 
revising paragraph (a), and by adding 
new paragraphs (g) and (h> to read 
as follows; 

§23.1311 Aultinuilit* flight control 
I cm*. 

<a) Each automatic flight control sys¬ 
tem must be designed so that It can— 

(1) Be quickly and positively disen¬ 
gaged by the pilots to prevent it from 
interfering with their control of the air¬ 
plane; and 

(2) Be sufficiently overpowered by one 
pilot to let him control the airplane. 
Hie overpower and control forces may 
not exceed the temporary application 
limits set forth in I 23.143. 


<g) Quick release (emergency) con¬ 
trols must be on each control wheel <or 
stick control) on the side opposite the 
throttles. 

(h) Means independent of the mode 
selector switch must be provided to in¬ 
dicate to the flight crew the current 
mode of operation and the availability 
status of each alternate system. 

Explanation. It is proposed that 5 23. 
1329 be redesignated as 5 23.1311, and 
that the term “automatic pilot system” 
be replaced with “automatic flight con¬ 
trol system”, as proposed for Part 25 in 
Airworthiness Review Notice No. 2 (No¬ 
tice 75-10). 

Under present 5 23.1329(a), either the 
airplane must have a means to quickly 
and positively disengage the automatic 
pilot system or one pilot must be able 
to overpower that system. The PAA be¬ 
lieves that neither of these alternatives, 
by itself, provides an adequate level of 
safety. If a disengage device is provided, 
and a malfunction or failure In it pre¬ 


vents disengagement in an emergency, 
the pilot may not be able to overpower 
the automatic system. And if overpower¬ 
ing capability is provided, any need to 
continuously overpower the automatic 
flight control system adds a large in¬ 
crement to the pilot's workload and, 
should another failure occur, may pre¬ 
vent continued safe flight and landing. 
It is therefore proposed to require both 
a means to quickly and positively dis¬ 
engage the automatic flight control sys¬ 
tem and the ability to overpower that 
system. In addition, proposed 5 23.1311 
(a) would also require that the over¬ 
power and control forces may not exceed 
the temporary application limits set 
forth in present 5 23.143(c) * 

To ensure quick release of the auto¬ 
matic flight control system in an emer¬ 
gency, proposed 5 23.1311(g) would re¬ 
quire that quick release controls be in¬ 
stalled on each control wheel (or stick 
control), on the side opposite the throt¬ 
tles. This would allow disengagement 
without moving the hand from its nor¬ 
mal position. 

A proposal identical to 5 23.1311(a) is 
being proposed for Part 25. Also see the 
proposal for 55 27.1311 and 29.1311. 

For an explanation of proposed 5 23.- 
1311(h) see the proposal for | 25.1329(h). 

Ref Proposal No. 687; 5 23.1329(a) (1); 
Agenda Item C-20. 

5-6. By revising 5 23.1335. including 
the heading, to read as follows: 

§ 23.1335 Flight director splrnu. 

If a flight director system is installed, 
means independent of the mode selector 
switch must be provided to indicate to 
the flight crew its current mode of oper¬ 
ation. 

Explanation. See the proposal for 
5 25.1335. 

A proposal was made In Airworthiness 
Review Notice No. 2 (Notice 75-10) to 
delete present 5 23.1335. This Notice No. 
2 proix>sal was not included in the 
agenda for the Airworthiness Review 
Conference. At the conference, however, 
proposals concerning flight director sys¬ 
tems were discussed, and have been in¬ 
cluded in this notice as a proposal for 
5 25.1335. Pursuant to FAA’s belief that 
the airworthiness standards should be 
consistent, to the extent practicable, 
throughout the airplane and rotorcraft 
certification parts new proposals for 
55 23.1335, 27.1335 and 29.1335 are be¬ 
ing made. The proposal contained in No¬ 
tice No. 2 for 5 23.1335 will be withdrawn 
at the time of final rulemaking action 
if the new proposal for 5 23.1335 is 
adopted. All comments received In re¬ 
sponse to proposed 5 23.1335 in Notice 
No. 2 will be considered for this new 
proposal for 5 23.1335. 

Ref. Proposal No. 141; 5 25.1333; 

Agenda Item C-23. 

5-9. By adding a new 5 23.1351(f) to 
read as follows: 

§ 23.1351 Ccnrrai. 

• • • • • 

(f) External power. If provisions ore 
made for connecting external power to 
the airplane, and that external power is 
not used solely for starting the engine, 


means must be provided to ensure that 
no external power supply having a re¬ 
verse polarity, or a reverse phase se¬ 
quence, can supply power to the air¬ 
plane’s electrical system. 

Explanation. If an external power sup¬ 
ply with reverse polarity or reverse phase 
sequence were to supply power to the 
airplane’s electrical system extensive 
damage to the system could result. This 
proposal would require a means to pre¬ 
vent such an occurrence. 

Ref. Proposal Nos. 118. 308; 55 23.1351. 
25.1355; Agenda Item D-29. 

5-10. By revising 5 23.1353(b)(1) and 
by adding a new 5 33.1353(g) to read as 
follows: 

§ 23.1353 Storage battery dr*ign ami 
installation. 

• • • • • 

(b) * • • 

(1) At maximum regulated voltage or 
power; 

• • • • • 

(g) Each nickel cadmium battery in¬ 
stallation capable of being used to start 
an engine or auxiliary power unit must 
have provisions to prevent any hazard¬ 
ous effect on structure or essential sys¬ 
tems that may be caused by the maxi¬ 
mum amount of heat the battery con 
generate during a short circuit of the 
battery or of its individual cells 

Explanation. Proposed 5 23.1353(b)(1) 
would add “or pou f er“ to the battery re¬ 
charging standard. The proposal by add¬ 
ing an alternative standard is intended 
to clarify the present rule to more ap¬ 
propriately include all battery charging 
means and parameters. In some battery 
charging techniques, voltage is not a 
controlled factor except by response of 
the battery. Also, power is a measure of 
heat input to the battery. A similar pro¬ 
posal Is made for 55 25.1353(c) (1>(i>. 
27.1353(b) (1). and 29.1353(c) (1) (i>. 

Short circuits of nickel cadmium bat¬ 
teries (either internally or to the air¬ 
plane structure through the battery 
caps) have occurred In service. The hert 
generated by such short circuits may in 
some circumstances damage nearby 
structure or essential systems. It is there¬ 
fore proposed to require provisions to 
prevent any hazardous effect from this 
cause. Sec also proposed new 5 23.1353(f) 
in Airworthiness Review Notice No. 2 
(Notice 75-10), which is aimed at reduc¬ 
ing the occurrence of short circuits that 
are caused by excessive battery charging 
current. 

Ref. Proposal Nos. 307, 694. 800, 871, 
956; 55 23.1353(f). 25.1353. 25.1353<d>. 
27.1353(f), 29.1353(d); Agenda Items 
D-30, D-31. 

5-11. By revising 5 23.1357(b) to read 
as follows: 

§ 23.1357 Circuit protective device#. 


(b) A protective device for a circuit 
essential to flight safety may not be used 
to protect any other circuit. 

• • • • • 

Explanation. Proposed paragraph (b) 
would clarify the present rule by speci¬ 
fically prohibiting the use of a sinslo 
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protective device to protect an essential 
and a nonessential circuit, or more than 
one essential circuit A protective device 
protecting two circuits would trip in re¬ 
sponse to a fault in either one; thus a 
fault In the nonessential circuit would 
render the essential circuit inoperative. 

Ref. Proposal Noe. 695, 872, 119; 
!§ 23.1357(b), 27.1357(b); Agenda Item 
D-32. 

§23.136! [Amended] 

5-12. By amending 1 23.1361(b) by 
adding, at the end thereof, the sentence, 
These circuits must be isolated, or 
physically shielded, to prevent their ig¬ 
niting flammable fluids or vapors that 
might be liberated by the leakage or 
rupture of flammable fluid systems'*. 

Explanation. Circuits by-passing the 
master switch remain energized after the 
master switch is opened. If such circuits 
fail during a crash landing they might 
possibly ignite nearby flammable fluids 
or vapors. This proposal would reduce 
that possibility. 

Ref. Proposal No. 696; ft 23.1361(b); 
Agenda Item D-34. 

§23.1401 [Amended] 

5-13. By amending 123.1401 by strik¬ 
ing the number **30" in both places in 
paragraph (b) and inserting in place 
thereof (in both places) the number 
"75**; and by adding a line at the end 
of the table in paragraph (f) to read as 
follows: “30* to 75°.20 *. 

Explanation. The present anticollision 
light rule in | 23.1401<b) requires that 
the field of coverage extend in each di¬ 
rection within at least 30* above and 30* 
below the horizontal plane of the air¬ 
plane. The FAA believes that this mini¬ 
mum coverage should be increased. Un¬ 
der the present rule, visibility of the light 
may be less than is needed when the air¬ 
plane is approached by another aircraft 
ascending or descending, or when the air¬ 
plane U banked at more than 30*. Tills 
proposal would expand the present Held 
of coverage so that it extends in each di¬ 
rection within at least 75* above and 75* 
below the horizontal plane of the air¬ 
plane. In addition, this proposal would 
specify at least a 20-candle effective in¬ 
tensity in the 30° to 75* field of coverage, 
thereby increasing the probability of 
seeing the airplane from other aircraft 
( including air rescue aircraft) and from 
control towers. 

Ref. Proposal Nos. 124, 697. 313. 801; 
M 23.1401 (b), 23.1401 (f), 25.1401 <b). 25.- 
1401(f) ; Agenda Item E-36. 

5-14. By adding a new ft 23.1438 to read 

as follows: 

§ 23.113S PrcMurSiMlion and pneumatic 

(a) Pressurization system components 
must be burst pressure tested to 2.0 times, 
and proof pressure tested to 1.5 times, 
me maximum normal operating 

pressure. 

Pneumatic system components 
roust be burst pressure tested to 4.0 
l unes, and proof pressure tested to 1.5 


times, the maximum normal operating 
pressure. 

Explanation. Components (such as 
ducts and couplings) of pressurization 
and pneumatic systems have failed at an 
unacceptable rate in service. The pro¬ 
posed standards for these components 
have been effective in preventing design 
deficiencies In the past. 

Ref. Proposal Nos. 702, 811; {ft 23.1438 
(a) <b) (c) (d), 25.1438; Agenda Item 
0-45 

5-15. By adding a new ft 23.1447 (c) 
and (d) to read os follows: 

§ 23.14-17 Equipment Mnndard* for oxy¬ 
gen (!i«|M a ti»ing uniti. 


(c) If certification for operation above 
30.000 feet is requested, the dispensing 
units providing the required oxygen flow 
rate must be automatically presented to 
each occupant before the cabin pressure 
altitude exceeds 14,000 feet. 

(d) If an automatic dispensing unit 
(hose and mask, or other unit) system 
is installed, each occupant served by that 
system must be provided with a manual 
means to make the dispensing unit Im¬ 
mediately available in the event of 
failure of the automatic system. 

Explanation. The proposal would re¬ 
quire automatic presentation of oxygen 
dispensing units on airplanes certificated 
under Part 23 for operations above 
30,000 feet. Should loss of pressurization 
occur at those altitudes, the time of use¬ 
ful consciousness varies between 90 
seconds at 30,000 feet and 10-12 seconds 
at 40,000 feet, necessitating automatic 
presentation of oxygen dispensing units. 
It is also proposed to specify 14.000 feet 
as the cabin pressure altitude at which 
they must be automatically presented so 
that they would be ready for use not 
only when the cabin pressure altitude 
goes very rapidly to very high values but 
also in Uie event of a pressurization 
system failure or malfunction after 
which (under present ft 23.841(a)) tfie 
cabin pressure altitude may go to 15,000 
feet. The 14.000-foot cabin pressure alti¬ 
tude for automatic presentation Is also 
being proposed for Part 25. 

In addition, since service experience 
has shown that the automatic-presenta¬ 
tion feature may fail, it is proposed that 
a manual means be provided to enable 
each occupant to gain access to his 
oxygen dispensing unit. This manual 
means is also being proposed for Part 25. 

Ref. Proposal Noe. 704, 322; ft ft 23.1447 
(c) and (d>. 25.1447(c)(1); Agenda 
Item H-47. 

§ 23.1450 [New] 

5-16. By adding a new ft 23.1450 that 
would be substantively Identical to the 
proposed new ft 25.1450. 

§23.1461 [Ne*r] 

5-17. By adding a new ft 23.1461, fol¬ 
lowing ft 23.1449, that would be substan¬ 
tively identical to the proposed new 
§25.1461. 

5-18. By revising ft 23.1545(a) and 
ft 23.1545(b) (5). and by adding ft 23.1545 
(b) (6), to read as follows: 


§ 23.1315 Airspeed indieator. 

(a) Each airspeed Indicator must be 
marked as specified in paragraph (b) of 
this section, with the marks located at 
the corresponding indicated airspeeds. 

ib) • • • 

(5) For the one-engine-inoperative 
best rate of climb speed, V*. a blue sector 
extending from the Vi speed at sea level 
to the Vr speed at— 

(1) An altitude of 5000 feet, If the one- 
engine-inoperative best rate of climb at 
that altitude is less than 100 feet per 
minute: or 

<U) Tlie highest 1000-foot altitude (at 
or above 5000 feet) at which the one- 
engine-inoperative best rate of climb is 
100 feet per minute or more. 

Each side of the sector must be labeled 
to 6how the altitude for the corespond¬ 
ing V*. 

<6) For the minimum control speed 
<onc-engine-lnoperative> # Van, a red 
radial line. 

Explanation. Proposed ft 23.1545(a) 
would require airspeed limitation marks 
be located at the corresponding indi¬ 
cated airspeeds instead of at the cali¬ 
brated ail-speeds, thereby providing a 
more useful indicator dial for operation 
of the airplane. However, to ensure uni¬ 
formity, it is also proposed to revise 
ft 23.1323 to require that the airspeed 
instrument be calibrated according to 
the standard relationship between pres¬ 
sure and airspeed. (See the proposal for 
ft 23.1323.) The allowable airspeed sys¬ 
tem error would then Include position 
error, but exclude the airspeed instru¬ 
ment calibration error, coasistent with 
Part 25. The airspeed range for calibra¬ 
tion, as set forth in proposed ft 23.1323, 
would encompass the airspeed limita¬ 
tions in proposed { 23.1545(a). 

Also, proposed {23.1545(b)(5) would 
provide for the variation in the one-en- 
gine-lnoperatlve best rate of climb 
speed with altitude, and proposed 
ft 23.1545(b) (6) would cover Vmc . 

Ref. Proposal Nos. 114, 129, {ft 23.1323 
<a). 23.1545(a); Agenda Item B-9. 

5-19. By adding a new ft 23.1547(e) to 
read as follows: 

§ 23.1547 Magnetic direction indicator. 


(e) If a magnetic nonstabtlized direc¬ 
tion indicator can have a deviation of 
more than 10 degrees caused by elec¬ 
trical equipment, the placard must state 
which electrical loads, or combination of 
loads, would cause a deviation of more 
than 10 degrees when turned on. 

Explanation. See the proposal for 
§23.1327 (b) and (c). Proposed ft 23.- 
1547(e) would require that the magnetic 
direction indicator placard Identify 
those electrical loads which cause a de¬ 
viation of more than 10 degrees. The 
pilot would thus know when the Indi¬ 
cated heading of the magnetic non- 
stabilized direction indicator is not re¬ 
liable due to magnetic fields associated 
with airplane electrical systems. 

Ref. Proposal Nos. 686, 867; {ft 23.1327 
(b), 27.1327(b); Agenda Item B-13. 
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PART 25— AIRWORTHINESS STANDARDS: 

TRANSPORT CATEGORY AIRPLANES 

5-20. By revising $ 25.831(e) and by 
adding a new 9 25.831 <f> to read as 
follows: 

§ 23.831 Ventilation* 

• • • • • 

<e> Except as provided in paragraph 
(f) of this section, there must be a means 
in each compartment or area occupied 
by crewmembers to enable the occupants 
of each area or compartment to control 
the temperature and quantity of venti¬ 
lating air supplied to that compartment 
or area independently of the tempera¬ 
ture and quantity of air supplied to other 
compartments or areas. 

(f) Means to control the temperature 
and ventilating air flow In the crew com¬ 
partment independently of the tempera¬ 
ture and air flow in the passenger com¬ 
partment are not required if all of the 
following conditions are met: 

(1) The total volume of the crew and 
passenger compartments is 800 cubic feet 
or less. 

(2) The air inlets and passages for air 
to flow between crew and passenger com¬ 
partments are arranged to provide com¬ 
partment temperatures within 5’ F of 
each other and adequate ventilation to 
occupants in both compartments. 

(3) The temperature and ventilation 
controls are accessible to the pilot. 

Explanation . A proposal was made in 
Airworthiness Review Notice No. 2 (No¬ 
tice 75-10) to revise 9 25.831(e) and to 
add a new 9 25.831(f). These proposals 
were not Included in the agenda for the 
first Airworthiness Review Conference. 
At the conference, however, other pro¬ 
posals concerning 9 25.831(e) were dis¬ 
cussed. The FAA now believes that a fur¬ 
ther revision of 9 25.831(e) may be 
needed. Also, the proposed new 9 25.831 
(f) Is reproposed to avoid confusion with 
Notice No. 2. The proposals contained In 
Notice No. 2 for 9 25.831 will thus be 
withdrawn at the time of final rulemak¬ 
ing action if the proposal for 9 25.831 in 
this Notice is adopted. All comments re¬ 
ceived in response to the proposal for 
5 25.831 in Notice No. 2 will be considered 
for the new proposal for 9 25.831. 

The proposed new 9 25.831(f) would 
allow an exception to the requirement 
of independent controls for ventilating 
air for certain airplanes. If the condi¬ 
tions in new paragraph (f) are met, the 
FAA believes independent controls do 
not contribute significantly to airworthi¬ 
ness. However, the FAA believes if those 
conditions are not met that greater con¬ 
trol in Individual areas may be needed. 

Neither present 9 25.831(e) nor pro¬ 
posed f 25.831 <e )ln Notice No. 2 requires 
independent control in flight attendant 
areas of ventilating air supplied to those 
areas. Since both flight attendants and 
flight crewmembers perform various 
duties affecting safety, it is necessary 
that the ventilation in their work areas 
be adequate to ensure that their effi¬ 
ciency is not adversely affected. The ven¬ 
tilation needed In flight attendant areas 
may be quite different due to the pres¬ 
ence of heating elements and the activ¬ 


ity required in performance of their 
duties. Control of ventilation in flight 
attendant areas may be needed when 
flight crewmembers are busy with other 
tasks. Therefore, the FAA believes that 
all crewmember compartments or areas 
should have not only their own supply 
of ventilating air. but should have a con¬ 
trol of such air in the individual com¬ 
partment or area. 

Ref. Proposal Nos. 251. 729; 99 25,831. 
25.831(f); Agenda Item G-42. 

5-21. By revising 9 25.1301(b) to read 
ns follows: 

§ 25.1301 Function and iiiMnlluticm. 


(b) Be permanently and legibly 
marked or, if the item is too small to 
mark, tagged as to Us Identification, 
function, and operating limitations; 

• • • • • 

Explanation. The proposal would pro¬ 
vide a more realistic and specific re¬ 
quirement for labeling airplane equip¬ 
ment. The proposal is consistent with 
the corresponding requirement for equip¬ 
ment manufactured in accordance with a 
Technical Standard Order and with the 
proposal for 9 23.1301. 

Ref. Proposal No. 781; 9 25.1301; 

Agenda Item A-l. 

5-22. By amending the lead-in of 
9 25.1309 (d) and (e) and by revising 
9 25.1309 (a), (b). <c>. (e)(3) and (f) 
to read as follows: 

§25.1300 Equipment »ptrm« and in¬ 
stallation*. 

(a) The equipment, systems, and in¬ 
stallations whose functioning is required 
by this chapter, must be designed to en¬ 
sure that they perform their intended 
functions under any foreseeable operat¬ 
ing condition* 

(b) The airplane systems and associ¬ 
ated components, considered separately 
and in relation to other systems, must 
be designed so that— 

(1) The occurrence of any failure con¬ 
dition which would prevent the contin¬ 
ued safe flight and landing of the air¬ 
plane or which, in the event of loss of 
all propulsive power, would preclude con¬ 
trolled flight to an emergency landing, 
is extremely Improbable; and 

(2) The occurrence of any other fail¬ 
ure condition which would significantly 
reduce the operational or performance 
capability of the airplane is improbable. 

(c) Warning information must be pro¬ 
vided to alert the crew to unsafe system 
operating conditions, and to enable them 
to take appropriate corrective action. 
Systems, controls, and associated moni¬ 
toring and warning means must be de¬ 
signed to minimize crew errors which 
could create additional hazards. 

(d > Compliance with the requirements 
of paragraph (b) of this section must be 
shown by analysis, and where necessary, 
by appropriate ground, flight, or flight 
simulator tests. The analysis must con¬ 
sider— 


(e) Each installation whose function¬ 
ing is required by this chapter, and that 


requires a power supply, is an "essential 
load" on the power supply. • • • 

(3) Essential loads after failure of— 

(i) Any one engine on two-engine air¬ 
planes; and 

<tl) Any two engines on threc-or-more 
engine airplanes. 

(f) In determining compliance with 
paragraphs (e) <2> and (3) of this sec¬ 
tion, the power loads may be assumed to 
be reduced under a monitoring pro¬ 
cedure consistent with safety in the kinds 
of operation authorized. Loads not re¬ 
quired In controlled flight need not be 
considered for the two-englne-lnopcra- 
tivo condition on airplanes with three or 
more engines. 

• • • • • 

Explanation. The proposed revision of 
9 25.1309(a) and the lead-in of para¬ 
graph (e) would change the term "sub¬ 
chapter" to "chapter" in both. The term 
"chapter" is being proposed to broaden 
the applicability of 9 25.1309. Equipment, 
systems, and installations not specifically 
required by Subchapter C are Installed 
in airplanes in order to engage in opera¬ 
tions covered by other subchapters. De¬ 
pendence for safety of flight might be 
placed on installations not otherwise 
mentioned in the rules. The proposal for 
9 25.1309(a) is also made for 9 27.1309(a) 
and 9 29.1309(a). 

The proposal for 9 25.1309(b) would 
qualify the present requirement in 
9 25.1309(b) (1) to take into account the 
possibility of loss of all propulsive power, 
in which event "continued safe flight and 
landing" would not necessarily be attain¬ 
able. In addition, the proposal would de¬ 
lete the reference to occupant injury in 
present 9 25.1309(b) (2) since the matter 
of preventing injuries to occupants is 
treated elsewhere in the regulations (see 
99 25.785, 25.787, 25.789, 25.801), and 
would clarify the language in that para¬ 
graph. 

Also the proposal would revise the 
language in present 9 25.1309ic) and de¬ 
lete the reference to paragraph (c) from 
the language of paragraph (d>. The 
method of compliance set forth in para¬ 
graph <d) which is applicable to para¬ 
graph (c) in the present rule has been 
found to be an unreasonably burdensome 
procedure in some instances. Further, the 
revision of paragraph (c) wx>uld more 
appropriately emphasize the required de¬ 
sign considerations of minimizing crew 
errors. 

Under present I 25.1309(e) (3). system 
power sources on three-engine airplanes 
need not be capable of supplying essen¬ 
tial loads after failure of two engines. Tt 
is proposed to upgrade this requirement 
by specifying that essential loads must 
be supplied after failure of two engines 
on three-engine airplanes. In general, 
three-engine airplanes are capable of 
considerable performance on one englne. 
Essentlal loads required for controlled 
flight on one engine must be supplied. 
A corresponding change has been pro¬ 
posed for 9 25.1309(f). 

A proposal in Airworthiness Review 
Notice Number 2 (Notice 75-10> would 
add commas in the section heading bc- 
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tween "Equipment" and "systems/* and 
between "systems" and "and." 

Ref. Proposal Nos. 295, 296, 299. 789; 
§§ 25.1309. 25.1309(a), 25.1309(e); Agen¬ 
da Items A-2, A-3, A-6. 

§25.1321 [ Amended] 

5-23. By amending S 25.1321 in a man¬ 
ner substantively identical to that pro¬ 
posed for $ 23.1321. 

5-24. By revising the title of § 25.1329 
and $ 25.1329<a>. and by adding a new 
1 25.1329(h) to read as follows: 

§25.1329 Aulonuttie flight control 
tents. 

(a) Each automatic flight control sys¬ 
tem must be designed so that it can— 

(1) Be quickly and positively disen¬ 
gaged by the pilots to prevent It from 
Interfering with their control of the air¬ 
plane; and 

(2) Be sufficiently overpowered by one 
pilot to let him control the airplane. The 
overpower and control forces may not 
exceed the temporary application limits 
set forth inf 25.143. 


(h) Means independent of the mode 
selector switch must be provided to in¬ 
dicate to the flight crew the current mode 
of operation and the availability status 
of each alternative system. 

Explanation. For an explanation of 
9 25.1329(a), see the proposal for §23.- 
1329 (proposed redesignatlon to § 23.- 
1311). 

Sendee experience has shown that 
where automatic flight control systems 
arc installed, confusion may result If 
there is no indication of the current 
mode of operation, and of the status of 
alternate systems. Moreover, experience 
has also shown that the po6ition of a 
mode selector switch is not a reliable 
means of providtng such indications. 
This proposal would ensure that an indi¬ 
cation entirely independent of the mode 
selector switch is provided. 

In Airworthiness Review Notice Num¬ 
ber 2 (Notice 75-10), a proposal was 
made to change all references from 
"Automatic Pilot systems" to "Automatic 
flight control systems", and this proposal 
has been worded to be consistent with 
that proposal. The proposal in Notice 
75-10 would also redesignate § 25.1329 
as § 25.1311. This proposal (for § 25.1329 
( h>>, if adopted, will be designated 
accordingly. 

Ref. Proposal Nos. 687. 795; $§ 23.1329 
<*> (1). 25.1329(h); Agenda Items C-20. 

C-22. 

5-25. By amending § 25.1331 by strik¬ 
ing the phrase *\ or adjacent to," in par- 
a 8raph (a)(1); and by adding a new 
Paragraph (a) (3) to read as follows: 

§ 25.1331 Instrument* tiding a power 

supply, 

<»)••♦ 

<3) If in instrument presenting navi¬ 
gation data receives Information from 
wuTccs external to that Instrument and 
of 5 °* ***** formation would render 
^ Presented data unreliable, the ln- 
strument must incorporate a visual 
means to warn the crew, when such loss 


of Information occurs, that the presented 
data should not be relied upon. 

Explanation. By deleting the alterna¬ 
tive "adjacent to" location for instru¬ 
ment power failure indicators, this pro¬ 
posal would require that these indicators 
be integral with the instrument. An inte¬ 
gral indicator provides a more reliable 
warning of instrument-power failure. 
The proposal for paragraph (a) (3) 
would ensure that the flight crew la 
warned when loss of information to an 
instrument presenting navigation data 
renders that data unreliable. 

Re/. Proposal No. 796; § 25.1331(a) (c) ; 
Agenda Item B-15. 

5-26. By striking the period at the end 
of § 25.1333(a) and inserting a semicolon 
in place thereof, and by revising § 25.1333 
(b > to read as followrs: 

§ 25.1333 lu*trumriil »y»|ctn«. 

• • • • • 

(b> The equipment, systems, and in¬ 
stallations must be designed so that one 
display of the information essential to 
the safety of flight which is provided by 
tile instruments, including attitude, di¬ 
rection, airspeed, and altitude will be 
immediately available to the pilots after 
any single failure or combination of 
failures that is not shown to be ex¬ 
tremely Improbable; and 


Explanation . A major revision to 
§25.1333 was made by Amendment 25- 
23. elective May 8. 1970 (35 FR 5665). 
The FAA still believes, as stated in 
Amendment 25-23, that Instrument sys¬ 
tems must be designed considering a 
combination of failures that are not 
shown to be extremely improbable and 
the necessity of providing Information 
essential to the safety of flight to any 
pilot after these failures. However, the 
FAA believes that the requirement in 
present § 25.1333(b) of availability of 
this information without crewmember 
action is too restrictive. Some minimal 
crewmember action. s\ach as allowing 
manual switching, would be a more rea¬ 
sonable alternative without degrading 
the level of safety. Therefore, it is pro¬ 
posed to delete the words "without addi¬ 
tional crewmember action" and "re¬ 
main". and to insert "will be Immedi¬ 
ately" available. 

Ref. Proposal No. 303; § 25.1333 (a) 
and (b); Agenda Item B-14. 

5-27. By adding a new § 25.1335 to read 
as follows: 

§ 25.1335 Flight dirrrtor nyntrm*. 

If a flight director system is installed, 
means independent of the mode selector 
switch must be provided to indicate to 
the flight crew its current mode of oper¬ 
ation. 

Explanation . Service experience has 
shown that safety is compromised when 
the flight crew is not informed as to the 
current mode of operation of the flight 
director system. Moreover, experience 
has also shown that the position of the 
mode selector switch is not a reliable 
means of providing that information. 
This proposal would ensure that an indi- 
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cation entirely Independent of the mode 
selector switch is provided. 

Ret . Proposal No. 141; § 25.1333; 

Agenda Item C-23. 

5-28. By adding a new § 25.1351(c) 
that would be substantively identical to 
the proposed new § 23.1351(f) and by 
adding a new § 25.1351(d) to read as 
follows: 

§ 25.1351 Onrr«l. 

• • • • • 

(d> Operation without normal elec¬ 
trical power. It must be shown by analy¬ 
sis. tests, or both, that the airplane can 
be operated safely In VFR conditions, 
for a period of not less than five minutes, 
with the normal electrical power inoper¬ 
ative. with critical tyfle fuel (from the 
standpoint of flameout and restart ca¬ 
pability), and with the airplane initially 
at the maximum certificated altitude. 
Parts of the electrical system may re¬ 
main on if— 

(1) A single malfunction. Including a 
wire bundle or junction box fire, cannot 
result In loss of the part turned off and 
the part turned on; 

(2) The parts turned on are electri¬ 
cally and mechanically isolated from the 
parts turned off; and 

(3) The electrical wire and cable in¬ 
sulation, and other materials, of the 
parts turned on arc self-extinguishing 
when tested In accordance with § 25.- 
1359(d). 

Explanation. The FAA luui been apply¬ 
ing for the past few years, as a special 
condition, a requirement that the air¬ 
plane con be operated safely for a period 
of five minutes under VFR conditions 
without normal generator or battery 
power. Emergency power should be pro¬ 
vided to those services which are neces¬ 
sary to complete the flight in safety. 
Such emergency power should be me¬ 
chanically and electrically isolated from 
the normal system and be such that no 
single malfunction. Including the cutting 
of a cable bundle or,the loss of a Junction 
box, will affect both the normal and 
emergency power. 

Ref. Proposal No 798; 1 25.1351(c); 
Agenda Item D-24. 

§25.1353 [Amended] 

5-29. By adding a new § 25.1353 (c)(1) 
(i) and (c) (6) that would be substan¬ 
tively identical to the proposed new 
§23.1353 (b)(1) and (g). 

§25.1101 [Amended] 

5-30. By amending § 25.1401 (b) and 
(f) In a manner substantively identical 
to that proposed for § 23.1401 <b> and 
(f>, respectively. 

5-31. By adding a new § 25.1421, fol¬ 
lowing § 25.1419, to read as follows: 

§25.1421 Megaphone*. 

(a) If a megaphone Ls Installed, the 
megaphone must be so protected that it 
will perform its function after being sub¬ 
jected to the ultimate inertia forces 
specified in § 25.561(b)(3). 

(b) Each compartment used for mega¬ 
phone stowage must be conspicuously 
marked—“MEGAPHONE". 
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Explanation. Although § 121.309(f) 
I rescribes megaphones, there are no cor¬ 
responding airworthiness standards cov- 
c ring their installation. This proposal 
* f ould add airworthiness standards in 
)*art 25 dealing with the ability of the 
? \egaphone installation to withstand 
< mergency landing loads, and with the 
1 mrklng of megaphone stowage com¬ 
partments. thereby providing additional 
durance that it is serviceable, and can 
Ije located, in an emergency. 

Ref . Proposal No. 806; * 25.1421; 

Agenda Item J-58. 

•5-32. By amending * 25.1435 by strik¬ 
ing the language in * 25.1435(a) <3> and 
in place thereof inserting the term “(Re¬ 
served]"; by revising *25.1435 (a)(2) 
and (a)(4)(ii), and by adding a new 
4 25.1435 (a)(7) and (a)(8). to read as 
follows: 

§25.1435 Hydraulic pvoltmi. 

(a) ♦ • • 

(2) A system pressure gage and a fluid 
quantity gage, both located at a flight 
crewmember station, must be provided 
for each hydraulic system that— 

(i) Performs a function that is essen¬ 
tial for continued safe flight and landing; 
or 

(11) In th^ event of hydraulic system 
malfunction, requires corrective action 
by the crew to ensure continued safe 
flight and landing. 

• • • • • 

(4) • • • 

(11) Except as provided In paragraph 
(a>(7) of this section, will not exceed 
125 percent of the design operating pres¬ 
sure. excluding pressure at the outlets 
specified in paragraph (a) (4)0) of this 
section. Design operating pressure Ls the 
maximum steady operating pressure. 


(7) Transient pressure in a part of the 
system may exceed the limit specified in 
paragraph (a) (4) (ii) of this section if— 

(i) A survey of those transient pres¬ 
sures ls conducted to determine their 
magnitude and frequency; and 

(ii) Based on the survey, the fatigue 
strength of that part of the system is 
substantiated by analysis or tests, or 
both. 

(8) Each hydraulic pump must be de¬ 
signed and installed so that loss of hy¬ 
draulic fluid to the pump cannot create 
a hazard that might prevent continued 
safe flight and landing. 


Explanation. The term “continuously 
operating system" in present *25.1435 
<a)(2) and (a)(3) is not sufficiently de¬ 
finitive, nor is It clear whether the 
* means to indicate" system pressure and 
fluid quantity must necessarily be a gage. 
The proposal would identify those hy¬ 
draulic systems for which a means to 
indicate system pressure and fluid quan¬ 
tity must be provided, and would re- 
c uire specifically that, for such systems, 
t.ie means be a gage. 

Present 4 25.1435 (a)(4)(il) does not 
i llow for transient pressures which, al¬ 
though taken Into account in the design 


of the hydraulic system, exceed the pre¬ 
scribed limit. The FAA believes, after 
further study of this issue in the light 
of recent service experience, that if the 
magnitude and frequency of such tran¬ 
sient pressures in some part of the sys¬ 
tem were determined by survey, and the 
fatigue strength of this part of the sys¬ 
tem were substantiated on the basis of 
that survey, safety would not be ad¬ 
versely affected, nor would system per¬ 
formance be reduced significantly. The 
proposed revision to 4 25.1435 (a) (4) (ii) 
and proposed new 4 25.1435 (a) (7) 

would remove this restriction on design. 

Service experience has shown that hy¬ 
draulic fluid to hydraulic pumps may be 
lost, after which the pump continues to 
rotate, overheats, and disintegrates. Pro¬ 
posed 4 25.1435(a) (8) would require that 
no hazard preventing continued safe 
flight and landing results after loss of 
such hydraulic fluid. 

lief. Proposal Nos. 319, 808. 809; 4* 25.- 
1435(a). 25.1435(a)(4). 25.1435(d)(e> 

<f); Agenda Items F-39. F-41. 

§ 25.1138 [ Amended] 

5-33. By adding a new | 25.1438 that 
would be substantively Identical to pro¬ 
posed new { 23,1438. 

5-34. By revising 4 25.1447 (c)(1) and 
(c) (2) to read as follows: 

§ 25.1 117 Equipment MantlanU for oxy¬ 
gen di*pen»ii)g unit*. 

• • • • « 

(C) • • • 

(1) There must be an oxygen dispens¬ 
ing unit connected to oxygen supply ter¬ 
minals Immediately available to each oc¬ 
cupant, wherever seated. If certification 
for operation above 30.000 feet is re- 

S uested. the dispensing units providing 
tie required oxygen flow must be auto¬ 
matically presented to the occupants be¬ 
fore the cabin pressure altitude exceeds 
14,000 feet. Each occupant served by the 
automatic dispensing unit system must 
be provided with a manual means to 
make the dispensing unit immediately 
available in the event of failure of the 
automatic system. The total number of 
dispensing units and outlets must exceed 
the number of seats by at least 10 per¬ 
cent. The extra units must be as uni¬ 
formly distributed throughout the cabin 
as practicable. 

(2) Each flight crewmember on flight 
deck duty must be provided with de¬ 
mand equipment In addition, each flight 
crewmember muitf be provided with a 
quick-donning type of oxygen dispensing 
unit, connected to an oxygen supply ter¬ 
minal. that is immediately available to 
him when seated at his station, and that 
is designed and Installed so that it— 

(i) Can be placed on the face from its 
ready position, properly secured, sealed, 
and supplying oxygen upon demand, with 
one hand within five seconds, and with¬ 
out disturbing eyeglasses or causing de¬ 
lay in proceeding with emergency duties; 
and 

(ii) Allows, while in place, the per¬ 
formance of normal communication 
functions. 

• • • • • 


Explanation. For an explanation of 
4 25.1447(c) (1) sec the proposal for new 
4 23.1447 (c) and (d>. 

Present 4 25.1447(c)(2) requires that 
oxygen dispensing units be “immediately 
available" to each flight crewmember 
when seated at his station, but does not 
define that term. The proposal, which 
uses the language in present 4 121.333 
(c) (2), would provide a basis for approv¬ 
ing oxygen dispensing units that must 
be “immediately available" in the event 
of rapid depressurization. 

Ref. Proposal Nos. 322. 704. 815; 44 23.- 
1447 (c) and (d). 25.1447(c)(1), 25.1447 
(C) (2); Agenda Items H-47, H-49. 

5-35. By adding a new 4 25.1450 to 
read as follows: 

§25.1150 Oinnirnl oxyprn generator*. 

(a) For the purpose of this section, a 
chemical oxygen generator is defined as a 
device which produces oxygen by chem¬ 
ical reaction. 

(b) Each chemical oxygen generator 
must be designed and installed in ac¬ 
cordance with the following require¬ 
ments: 

(1) Surface temperature developed by 
the generator during operation may not 
create a hazard to the airplane or to its 
occupants. 

(2) Means must be provided to— 

(i> Indicate positively that oxygen is 
flowing; and 

(ii) Relieve any internal pressure that 
may be hazardous. 

(c) Each portable chemical oxygen 
generator that is capable of sustained 
operation by successive replacement of 
a generator element must be designed 
to meet the following requirements in 
addition to those in paragraph (b): 

(1) The generator must be placarded 
to show*— 

(1) The rate of oxygen flow, in liters 
per minute; 

(ii) The duration of oxygen flow, in 
minutes, for the replaceable generator 
clement; and 

(111) A warning that the replaceable 
generator clement may be hot, unless the 
element construction is such that the 
surface temperature cannot exceed 
10<TF. 

(2) Means must be provided for safe 
replacement and stowage of used gen¬ 
erator elements. 

Explanation. Chemical oxygen genera¬ 
tors have been in use for some time Thl* 
proposal would require that they be de¬ 
signed and installed in accordance with 
specified safety standards derived from 
service experience. 

Ref. Proposal Nos. 705. 816; 44 23.1450 
25.1450; Agenda Item H-50. 

5-36. By revising 4 25.1457 <b\ (d>(D 
(e) and (g) to read os follows: 

§ 25.1157 Cockpit voi«*e recorder*. 


(b) The recording requirements of 
paragraph (a) (2) of this section must be 
met by installing two directional micro¬ 
phones and. if necessary, an area micro¬ 
phone. The microphones must be located 
in the cockpit so that— 
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< 1 > One directional microphone Is di¬ 
rected toward the captain and the other 
tow*ard the first officer; 

(2) The intelligibility of the recorded 
communications is as high as practicable 
under flight cockpit noise conditions. 

• • • • • 

(d) Each cockpit voice recorder must 
be installed so that— 

(1> It receives its electric power from 
a bus that supplies emergency loads; 

• • • • • 

(e) The record container must be lo¬ 
cated and mounted to minimize the prob¬ 
ability of rupture of the container as a 
result of crash impact and consequent 
heat damage to the record from fire. If 
the record is on tape, the tape must be 
stored on a reel, or stored by any other 
method that is equivalent to storage on 
a reel with respect to providing protec¬ 
tion against damage by crash Impact or 
heat exposure. In meeting this require¬ 
ment, the record container must be as 
far aft as practicable, but may not be 
where aft mounted engines may crush 
the container during impact. However, 
it need not be outside the pressurized 
compartment. 

• • • • • 

(g) Each record container must— 

(1) Be either bright orange or bright 
yellow; 

(2) Have reflective tape affixed to Its 
external surface to facilitate Its location 
under water; and 

(3) Have an underwater locating de¬ 
vice. when required by the operating rules 
of this chapter, on or adjacent to the 
container which is secured in such man¬ 
ner that they are not likely to be sep¬ 
arated during crash impact. 

Explanation. Present { 25.1457<b) pre¬ 
scribes a cockpit-mounted area micro¬ 
phone for recording voice communica¬ 
tions of flight crewmembers on the flight 
deck. To improve the intelligibility of the 
voice record, and to provide more posi¬ 
tive voice Identification. It is proposed to 
require at least two directional micro¬ 
phones (one directed toward each pilot 
at his duty station). If these directional 
microphones are not sufficient to comply 
with } 25.1457(a> *2), an additional area 
microphone would be required. Also, some 
other provisions of 5 25.1457(b) arc being 
deleted to allow flexibility of design. 

Present 5 25.1457(d)(1) requires that 
the cockpit voice recorder receive its elec¬ 
trical po(ver from the bus that provides 
maximum reliability without Jeopardiz¬ 
ing service to “essential or emergency 
loads**. The result has been that the cock- 
WJWe recorder is usually connected to 
a bus which may be rendered inoperative 
by malfunctions within the electrical sys¬ 
tem Itself. To ensure that the cockpit 
voice recorder receives power in that 
e*ent, proposed 5 25.1457(d)(1) would 
Require that it receive Its electric power 
*rom a bus that supplies emergency 
loads. 

T^o proposed revision to 5 25.1457(e) 
if tho voice record Is on 
”*** Lhe tape be stored on a reel. 
r by an equivalent method with respect 


to protection against damage by crash 
impact or heat exposure. Information 
has been lost from tapes stored in ran¬ 
dom fashion due to crushing and folding 
of the tape when exposed to high de¬ 
celeration forces. 

For explanation of paragraph (g). see 
the proposal for 1 121.359. 

Ref. Proposal Nos. 324. 325. 817; 
f 25.1457; Agenda Items 1-54.1-55. 1-56. 

5-37. By amending 5 25.1459 by delet¬ 
ing paragraph (a)(7); and by revising 
f 25.1459 (a) (4) and (d) to read as fol¬ 
lows: 

§ 23.1459 Flight recorder** 

(a) Each flight recorder required by 
the operating rules of this chapter must 
be Installed so that— 

• • ♦ • • 

(4) There is a means for preflight 
checking of the recorder for proper op¬ 
eration. 


(d) Each record container must— 

(1) Be either bright orange or bright 
yellow; 

(2> Have reflective tape affixed to its 
external surface to facilitate its location 
under water; and 

(3) Have an underwater locating de¬ 
vice. when required by the operating rules 
of this chapter, on or adjacent to the 
container which is secured in such a 
manner that they arc not likely to be 
separated during crash Impact. 

Explanation. The proposal for 5 25.1459 
(a) (4) Is Intended to promote the avail¬ 
ability of information from the flight re¬ 
cord. The present requirement includes 
checking the recorder from proper tape 
movement which is not a sufficient in¬ 
dication that the recorder is capable of 
actually recording. Information availa¬ 
ble to the PAA Indicates that there arc 
presently devices available which can 
check this capability. 

The proposal for 5 25.1459(d) would 
make the applicable flight recorder re¬ 
quirements consistent with those pro¬ 
posed for cockpit voice recorders. How¬ 
ever. the only additional requirement 
proposed for this section is the provision 
for reflective tape. 

Ref . Proposal Nos. 325. 534. 818; IS 25.- 
1457. 25.1459(a)(4), 121.343; Agenda 
Items 1-52,1-53,1-55. 

5-38. By adding a new | 25.1461. fol¬ 
lowing 5 25.1459. to read as follows; 

§ 25.1461 Equipment containing high 
enrrpr rotor*. 

(a) Equipment containing high energy 
rotors must meet paragraph (b), (c). or 
(d) of this section. 

(b) High energy rotors contained in 
equipment mast be able to withstand 
damage caused by malfunctions, vibra¬ 
tion, abnormal speeds, and abnormal 
temperatures. In addition— 

(1) Auxiliary rotor cases mast be able 
to contain damage caused by the failure 
of high energy rotor blades; and 

(2) Equipment control devices, sys¬ 
tems, and instrumentation must reason¬ 
ably ensure that no operating limitations 
affecting the integrity of high energy 
rotors will be exceeded In service. 


(c) It must be shown by test that 
equipment containing high energy rotors 
can contain any failure of a high energy 
rotor that occurs at the highest speed 
obtainable with the normal speed control 
devices Inoperative. 

'(d) Equipment containing high energy 
rotors must be located where rotor fail¬ 
ure will neither endanger the occupants 
nor adversely affect continued safe 
flight. 

Explanation. This proposal would add 
requirements for protection against the 
failure of equipment containing high 
energy rotors, such as turbine engine 
starters, air cycle machines, and certain 
cooling fans. Experience has shown that 
failures which release the energy stored 
in these rotors may result in engine or 
structural damage, fires, or injury to oc¬ 
cupants. The language in tills proposal 
Is Identical to li 27.1461 and 29.1461. 

Ref. Proposal Nos. 771. 810. 701; if 25.- 
1167, 25.1436, 23.1436; Agenda Item J-67. 


PART 27—AIRWORTHINESS STANDARDS: 
NORMAL CATEGORY ROTORCRAFT 

5-39. By revising 5 27.1301 to read as 
follows; 

§ 27.1501 Function and iiut«llatton. 

(a) Each item of Installed equipment 
must— 

(1) Be of a kind and design appropri¬ 
ate to its intended function; 

(2) Be permanently and legibly 
marked or, if the item is too small to 
mark, tagged as to its identification, 
function, and operating limitations; 

(3) Be installed according to limita¬ 
tions specified for that equipment; and 

(4) Function properly when installed. 
(b> No item of installed equipment 

may under any circumstance prevent the 
proper operation of any required system 
provided to the flight crew for controll¬ 
ing. navigating, or monitoring perform¬ 
ance of the rotorcralL 
Explanation . See the proposal for 
5 23.1301. 

Ref. Proposal No. 862; 5 27.1301; 
Agenda Item A-l. 

§ 27.1309 TAmended] 

5-40. By changing the term in 
5 27.1309(a) from “subchaptcr" to 
“chapter**. 

Explanation. See the proposal for 
5 25.1309(a). 

Ref. Proposal No. 789; 6 25.1309(a) ; 
Agenda Item A-2. 

5-41. By adding a new 5 27.1311 to read 
as follows; 

§27.1311 Automatic flight control *y«- 
Icnu 

(a) Each automatic flight control sys¬ 
tem must be designed so that it can— 

<1) Be quickly and positively disen¬ 
gaged by the pilots without moving their 
hands from the normal position on the 
cyclic control; and 

(2) Be sufficiently overpowered by one 
pilot within the limits specified in 
5 27.397 to let him control the rotorcraft. 

(b) Unless there Is automatic synchro¬ 
nization. each system must have a means 
to readily Indicate to the pilot the align- 
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mcnt of the actuating device In relation 
to the control system it operates. 

(c) Each manually operated control 
for the system's operation must be read¬ 
ily accessible to the pilots. 

<d> The system must be designed and 
adjusted so that, within the range of ad¬ 
justment available to the pilot it cannot 
produce hazardous loads on the rotor- 
craft. or create hazardous deviations in 
the flight path, under any flight condi¬ 
tion appropriate to its use. either during 
normal operation or in the event of a 
malfunction, assuming that corrective 
action begins within a reasonable period 
of time. 

(e) Means independent of the mode 
selector switch must be provided to indi¬ 
cate to the flight crew the current mode 
of operation and the availability status 
of each alternate sytem. 

Explanation. This proposal would pro¬ 
vide standards applicable to automatic 
flight control systems in Part 27. 

A proposal was made in Airworthiness 
Review Notice Number 2 (Notice 75-10) 
to add a new 5 27.1329 dealing with auto¬ 
matic pilot systems, and to amend 
5 27.1329(a)(1) in a manner identical to 
that proposed for 6 27.1329(a) <1). These 
proposals were not included in the agenda 
for the first Airworthiness Review Con¬ 
ference. At the Conference, however, 
proposals concerning 5 23.1329 were dis¬ 
cussed. and have been included in this 
notice as proposals for S 23.1311 (pres¬ 
ently 5 23.1329). Pursuant to FAA's 
belief that the airworthiness standards 
should be consistent, to the extent prac¬ 
ticable. throughout the aircraft certifica¬ 
tion parts (Part 23. 25. 27 and 29). new 
proposals for 55 27.1311 and 29.1311 are 
being made. The proposals contained in 
Notice Number 2 for 55 27.1329 and 
29.1329 will be withdrawn at the time 
of final rulemaking action if the pro¬ 
posals for 56 27.1311 and 29.1311 are 
adopted, but all comments received in 
response to proposed 65 27.1329 and 
29.1329 will be considered for 65 27.1311 
and 29.1311. 

The new proposals for 65 27.1311 and 
29.1311 are similar to the previous pro¬ 
posals (in Notice Number 2) for 55 27.- 
1329 and 29.1329(a)(1) except for the 
following: (1) Change In terminology 
from "automatic pilot system" to "auto¬ 
matic flight control system". (2) The 
change of the word "or” at the end of 
paragraph (a)(1) to "and". (3) The re- 
designation already noted. (4) The addi¬ 
tion of paragraph (e). The change in 
terminology and the redesignation were 
proposed in Notice Number 2 for 
5 25.1329. The change from the require¬ 
ment that cither paragraph (a)(1) or 

(a) (2) be complied with to a requirement 
that both be complied with is discussed 
in the proposal for 6 23.1329. For an ex¬ 
planation of paragraph (e> see the pro¬ 
posal for 5 25.1329(h). 

A proposal is also being made for Parts 
23. 25 and 29. 

Ref . Proposal Nos. 687, 795. 868. 1315; 
65 23.1329(a) (1). 25.1329(h), 25.1329, 

27.1329: Agenda Items C-20, C-22. 


§ 27.1321 [Amended! 

5-42. By amending 5 27.1321 In a man¬ 
ner substantively identical to that pro¬ 
posed for 5 23.1321. 

5-43. By amending 5 27.1323 by re¬ 
designating paragraph <b) as paragraph 
<c); by revising paragraph (a) and re¬ 
designating it as paragraph (b). and by 
adding a new paragraph (a) to read as 
follows: 

§ 27.1323 Ainpml indicating »yalcm. 

(a) Each airspeed indicating instru¬ 
ment must be calibrated to indicate true 
airspeed (at sea level with a standard 
atmosphere) with minimum practicable 
instrument calibration error when the 
corresponding pitot and static pressures 
are applied. 

(b> The airspeed indicating system 
must be calibrated in flight at forward 
speeds of 20 knots and over. 


Explanation, The proposed addition of 
paragraph (a) would require that the 
airspeed instrument be calibrated ac¬ 
cording to the standard relationship be¬ 
tween pressure and airspeed. A similar 
proposal is also made for Part 23, and is 
the same as the present Part 29 require¬ 
ment. 

Information available to the PAA in¬ 
dicates that the present 10-knot low 
speed calibration requirement (present 
paragraph (a) which is redesignated as 
paragraph (b)) is not achievable with¬ 
out extreme difficulty. The PAA believes 
that 20 knots would be a more realistic 
lowest-speed criterion. 

Ref. Proposal Nos. 114, 129, 365; 
56 23.1323(a), 27.1323(a); Agenda Items 
B-9.B-10. 

5-44. By amending 6 27.1325 by re¬ 
vising the section heading: by designat¬ 
ing the present paragraph as paragraph 
(a); and by adding a new paragraph 
<b), to read as follows: 

§ 27.1323 Sialic prcAMirr *>Mriti. 

• • • • • 

(b) Each static pressure port must be 
designed and located In such manner 
that the correlation between air pres¬ 
sure in the static pressure system and 
true ambient atmospheric static pres¬ 
sure is not altered when the rotorcraft 
encounters icing conditions. An anti¬ 
icing means or an alternate source of 
static pressure may be used in showing 
compliance with this requirement. 

Explanation . This proposal would pro¬ 
vide the same level of safety, insofar as 
Inadvertent icing of the static pressure 
port is concerned, as is currently pro¬ 
vided for Part 23 airplanes. Part 27 rotor- 
craft now have increased performance, 
and operate over a wide range of environ¬ 
ments. thereby increasing the exposure 
to icing. 

Ref. Proposal No. 866; 5 27.1325<b»; 
Agenda Item B-ll. 

g 27.1327 l Amended J 

5-45. By amending 6 27.1327(b) and 

(c) In a manner substantively identical 
to that proposed for 6 23.1327 (b) and 

(c). 


§27.1335 [New] 

5-46. By adding a new 6 27.1335 that 
would be substantively identical to the 
proposed new 5 25.1335. 

§ 27.1331 [Amended] 

5-47. By adding a new 5 27.1351(e) 
that would be substantively identical to 
the proposed new 5 23.1351(f), 

§ 27.1353 [Amended] 

5-48. By amending 5 27.1353 in a man¬ 
ner substantively identical to that pro¬ 
posed for 5 23.1353. 

§27.1357 [Amended] 

5-49. By amending 5 27.1357(b) In a 
manner substantively identical to that 
proposed for 5 23.1357(b). 

5-50. By amending 6 27.1401 by strik¬ 
ing "30" in both places in paragraph (b> 
and inserting in place thereof (in both 
places) the number "75"; and by revis¬ 
ing 5 27.1401 (d) and <f> to read as fol¬ 
lows: 

§ 27.1 101 AnlicollUion light ►yMcm. 

• • • • • 

(d) Color. Each antlcollislon light 
must be aviation red and must meet the 
applicable requirements of 6 27.1397. 

• • • • • 

(f) Minimum effective intensities for 
anticollision light. Each anticollision 
light effective intensity must equal or 
exceed the applicable values in the fol¬ 
lowing table: 

Effective 

Angle above or below intensity 

the horizontal plane: (cond/cs) 

0* to 5*. 150 

5- to 10-.-- W> 

10' to 20'- 30 

20* to 30*. 15 

30* to 75*. 10 

Explanation. See the proposal for 
5 23.1401 (b) and (f) for an explanation 
of 5 27.1401(b). A 10-candle minimum 
effective intensity in the 30* to 75* re¬ 
gion is proposed for rotorcraft consistent 
with the general reduction of Intensities 
proposed for 55 27.1401(f) and 29.1401 
cf). Service experience and experimenta¬ 
tion by the military services has indi¬ 
cated that the intensities specified in 
present 6 27.1401 for rotorcraft anticol¬ 
lision lights are excessive because of ob¬ 
jectionable multiple reflections in the 
cockpit, and that while anticollision 
lights are particularly objectionable 
(even at reduced intensity) in rotorcraft 
because of reflections and stroboscopic 
effects associated with having rotor 
blades in the flight crew's field of view. It 
is therefore proposed to reduce the pres¬ 
ent Intensities to an acceptable level, and 
to limit the color to aviation red. 

Ref. Proposal Nos. 368. 874, 408, 957. 
873. 958, 407. 367: 55 27.1401(b). 29.1401 
(b). 27.1401(f). 29.1401(f); Agenda 

Items E-36, E-37. 

5-51. By revising 5 27.1545(a) to read 
as follows: 

§ 27.1545 Airspeed indicator. 

(a) Each airspeed Indicator must be 
marked as specified In paragraph ^b> of 
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this section, with the marks located at 
the corresponding Indicated airspeeds. 

• • • • • 
Explanation. This proposal is made to 
clarify the marking requirement for air¬ 
speed indicators in 5 27.1545. See the pro¬ 
posal for f 23.1545 fa>. 

Ref. Proposal No. 129; 5 23.1545(a); 
Agenda Item B-9. 

§27.1347 | Amended] 

5-52. By adding a new 5 27.1547(e) 
that would be substantively identical to 
the proposed new 5 23.1547(e), 


PART 29—AIRWORTHINESS STANDARDS: 

TRANSPORT CATEGORY ROTORCRAFT 

5-53. By revising 9 29.1301 to read as 
follows: 

§ 29.1301 Function and inMallntton. 

(а) Each item of Installed equipment 

must— 

(1 > Be of a kind and design appropri¬ 
ate to its Intended function; 

(2) Be permanently and legibly 
marked or. if the item is too small to 
mark, tagged as to its identification, 
function, and operating limitations. 

(3) Be installed according to limita¬ 
tions specified for that equipment; and 

(4) Function properly when installed. 

<b> No Item of installed equipment 

may in any circumstance prevent the 
proper operation of any required system 
or of any other system provided to the 
flight crew for controlling, navigating, or 
monitoring performance of the rotor- 
craft. 

Explanation. See the proposal for 

I 23.1301. 

Ref Proposal No. 944; 9 29.1301; Agen¬ 
da Item A-l. 

5-54. By revising 5 29.1303(g) to read 
as follows; 

§29.1303 Flight and na\igation in»tru* 
n»m I*. 

The following are required flight and 
navigational instruments: 

• • • • • 

( 8> A gyroscopic rate-of-turn indi¬ 
cator combined with an integral slip- 
skid indicator (tum-and-bank indica¬ 
tor* except that only a slip-skid Indi¬ 
cator is required on rotor craft with a 
third attitude instrument system that— 

(1) Is useable through flight attitudes 
of ±80* of pitch and ±120* of roll; 

<2) Is powered from a source inde¬ 
pendent of the electrical generating sys¬ 
tem; 

<3) Continues reliable operation for a 
minimum of 30 minutes after total fail¬ 
ure of the electrical generating system; 

<4) Operates independently of any 
other attitude indicating system; 

15 ) Is operative without selection after 
total failure of the electrical generating 
system; 

(б) Is located on the Instrument panel 
m a position acceptable to the Admin¬ 
istrator that will make it plainly visible 
to and useable by any pilot at his sta¬ 
tion; and 
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(7) Is appropriately lighted during all 
phases of operation. 

• • • • • 

Explanation. Present Part 25 does not 
require a gyroscopic rate-of-tum indi¬ 
cator when the airplane Is fitted with 
a third attitude instrument system meet¬ 
ing certain conditions. The same excep¬ 
tion is equally applicable to transport 
category rotorcraft. 

Ref. Proposal No. 946 ; 5 29.1303(g); 
Agenda Item B-16. 

5-55. By amending 5 29.1309 by chang¬ 
ing the term in 5 29.1309(a) and (d> 
from “subchapter" to “chapter*'; by de¬ 
leting the word “four" in 5 29.1309(e) 
and inserting the word “three" in place 
thereof; and by revising 55 29.1309(d) (3) 
(i> and (It) to read as follows: 

§ 29.1309 Equipment, ayMcnw, and in* 
Mallatioit*. 


(d) • • • 

(3) • • • 

(i) Any one engine, on rotorcraft with 
two engines; and 

(il) Any two engines, on rotorcraft 
with three or more engines. 


Explanation. See the proposal for 5 25.- 
1309. 

Ref. Proposal No. 299, 789 ; 5 25.1309(0, 
25.1309(a); Agenda Items A-2. A-6. 

§ 29.1321 (Amended] 

5-56. By amending 5 29.1321 in a man¬ 
ner substantively Identical to that pro¬ 
posed for 5 23.1321. 

5-57. By amending 5 29.1325 by revis¬ 
ing the section heading: by redesignating 
paragraphs (e), (d). and (O as para¬ 
graphs (d). (e). and (f). respectively: 
and by adding a new paragraph (c>, to 
read as follows: 

§29.1325 Static pre*»ure and prr*»ure 
altimeter 


<c) Each static pressure port must 
be designed and located in such manner 
that the correlation between air pressure 
in the static pressure system and true 
ambient atmospheric static pressure is 
not changed when the rotorcraft is ex¬ 
posed to the continuous and intermittent 
maximum icing conditions defined in 
Appendix C of Part 25. 


Explanation. This proposal would pro¬ 
vide the same level of safety. Insofar as 
inadvertent icing of the static pressure 
port is concerned, as is provided for 
Part 25 airplanes. Part 29 rotorcraft now 
have increased performance, and operate 
over a wider range of environments, 
thereby increasing the exposure to icing. 

Ref . Proposal No. 952; 5 29.1325; 

Agenda Item B-ll. 

5-58. By redesignating 5 29.1329 as 
5 29.1311; and by revising the heading 
and paragraph (a), and by adding a new 
paragraph (e>. to read as follows: 
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§29.1311 Automatic flight control 
trim. 

(a> Each automatic flight control sys¬ 
tem must be designed so that it can— 

(1* Be quickly and positively disen¬ 
gaged by the pilots without moving their 
hands from the normal position on the 
cyclic control; and 

(2) Be sufficiently overpowered by one 
pilot within the limits specified in 5 29.- 
397 to let him control the rotorcraft. 


(e* Means independent of the mode 
selector switch must be provided to in¬ 
dicate to the flight crew the current 
mode of operation and the availability 
status of each alternate system. 

Explanation. See the proposal for 
5 27.1311. 

Ref. Proposal Nos. 687, 795. 868. 1315; 
55 23.1329(a) (1>, 25.1329(h>. 25.1329, 

27.1329: Agenda Items C-20. C-22. 

§29.1335 [New] 

5-59. By adding a new 5 29.1335 that 
would be substantively identical to the 
proposed new 9 25.1335. 

5-60. By adding a new 5 29.1351(d) 
that would be substantively identical to 
the proposed new 5 23.1351(f); and by 
adding a new 5 29.1351(c) to read as 
follows: 

§29.1351 General. 


<c> Operation without normal electri¬ 
cal power. It must be shown by analysis, 
tests, or both, that the rotorcraft can be 
operated safely In VFR conditions, for a 
period of not less than five minutes, 
with tlie normal electrical power Inop¬ 
erative. with critical type fuel (from the 
standpoint of flameout and restart ca¬ 
pability). and with the rotorcraft ini¬ 
tially at the maximum certificated alti¬ 
tude. Parts of the electrical system may 
remain on if— 

(1) A single malfunction, including 
a wire bundle or Junction box fire, cannot 
result in loss of the part turned on and 
the part turned off; 

(2) The parts turned on arc electri¬ 
cally and mechanically isolated from the 
parts turned off: and 

(3) The electrical wire and cable In¬ 
sulation. and other materials, of the 
parts turned on are self-extinguishing 
when tested in accordance with 5 25.1359 
(d) in effect on (date on which this pro¬ 
posal would become effective). 

Explanation. The substance of the pro¬ 
posed paragraph (c> has been applied 
as a special condition to Part 25 air¬ 
planes for the past few years. It is 
equally applicable to Part 29 rotorcraft. 
See the proposal for 5 25.1351. 

Ref. Proposal No. 954; 5 29.1352; Agen¬ 
da Item D-24. 

§ 29.1353 [Amended] 

5-61. By amending 5 29.1353 In a man¬ 
ner substantively identical to that pro¬ 
posed for 5 23.1353. 

5-62. By revising 5 29.1355(b)(1) to 
read as follows: 
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§ 29.1355 Distribution njMfin. 

• • • • • 

<b) Each system must be designed so 
that— 

*1) For category A rotorcraft. essen¬ 
tia] load circuits can be supplied In the 
event of reasonably probable faults or 
open circuits; and 

• • • • • 

Explanation. The reference to “indi¬ 
vidual distribution systems” in the pres¬ 
ent rule is superfluous. The lead-in spe¬ 
cifies “each system”, and § 29.1355(a) 
defines the components of each distribu¬ 
tion system. It Is proposed to clarify the 
present requirement by deleting the 
words “individual distribution systems 
ensure that”. 

Ref. Proposal No. 405; 1 29.1355; 

Agenda Item D-28. 

§ 29.1101 ( Amended) 

5-63. By amending 5 20.1401 in a man¬ 
ner substantively identical to that pro¬ 
posed for 8 27.1401. 

§ 29.1457 l Amended ] 

5-04. By amending 8 29.1457 <b), (d) 
(l). and (e) in a manner substantively 
identical to that proposed for 8 25.1457 
(b). (d)(1). and (e). 

§ 29.1545 [ Amended J 

5-65. By amending 8 29.1545*a> in a 
manner substantively identical to that 
proposed for 8 23.1545(a). 


PART 91—GENERAL OPERATING AND 
FLIGHT RULES 

5-66. By revising 5 9133(d)(3) to 
read as follows: 

§ 91.33 Powered rhil Aircraft with 
standard category U.8. airworthiness 
certificate*: instrument and equip¬ 
ment requirement*. 

• • • • • 

<d) Instrument flight rules. For IFR 
flight the following instruments and 
equipment arc required: 

• • • t t 

(3) Gyroscopic rate-of-turn indicator, 
except on the following aircraft: 

(1) Large airplanes with a third atti¬ 
tude Instrument system useable through 
flight attitudes of 360* of pitch and roll 
and installed in accordance with 8 121.- 
305< j) of this chapter; and 

i li) Rotorcraft, type certificated under 
Part 29 of this chapter, with a third 
attitude Instrument useable through 
flight attitudes of ±80* of pitch and 
±120* of roll and installed in accord¬ 
ance with 8 29.1303(g) of this chapter. 


Explanation. In view of the proposed 
revbdon of 8 29.1303(g). which would al¬ 
low, under certain conditions, the substi¬ 
tution of a third attitude gyro for the 
required gryoscoplc rate-of-turn indi¬ 
cator, it Is proposed to adjust 8 91.33 
(d)(3). 

Ref. Proposal No. 946; 8 29.1303(g); 
Agenda Item B-16. 

5-67. By amending 8 91.36 by striking 
the word “or” at the end of paragraph 
(a); by striking the period at the end of 


paragraph (b) and inserting In place 
thereof a semicolon followed by the word 
“or"; and by adding a new paragraph 
(c) to read as follows: 

§ 91.36 Data correspondence between 
automatically report ml prr**nre alti¬ 
tude data and the pilot** altitude ref¬ 
erence. 

• a a • • 

(c) After (a date one year after the 
effective date of this amendment). unless 
the altimeters and digitizers in that 
equipment meet the performance stand¬ 
ards In TSO-ClOb and TSO-C88, respec¬ 
tively. 

Explanation. This proposal, by specify¬ 
ing that altimeters and digitizers (those 
associated with automatic pressure alti¬ 
tude reporting equipment) meet existing 
Technical Standard Order performance 
standards, would prevent the introduc¬ 
tion of equipment with unacceptable per¬ 
formance on operational aircraft. Sub¬ 
standard equipment could seriously de¬ 
grade tlie Air Traffic Control System’s 
altitude reporting capability. 

Ref. Proposal No. 1012; 8 91.36; 

Agenda Item B-19. 


PART 121—CERTIFICATION AND OPERA 
TION: DOMESTIC. FLAG, AND SUPPLE 
MENTAL AIR CARRIERS AND COMMER¬ 
CIAL OPERATORS OF LARGE AIRCRAFT 

5-68. By amending 8 121.337 by striking 
the last sentence of paragraph (a) in¬ 
cluding the parenthetical and Inserting 
in place thereof two sentences to read as 
follows: 

§ 121.337 Prolcrliif brratiiing equip¬ 
ment for the flight crew. 

(a) • • • There must be at least a 
300-11ter. normal temperature and pres¬ 
sure (70* F and 760 mm. Hg respectively) 
dry. supply of oxygen for each required 
flight crewmember on flight deck duty. 
After (date one year after the effective 
date of this amendment) the equipment 
provided must be fitted to each flight 
crewmember to provide the protection 
specified in this paragraph. 


Explanation. The proposal would re¬ 
quire. after one year after the effective 
date of this amendment, that protective 
breathing equipment be fitted to each 
crewmember for whom it must be pro¬ 
vided under 8 121.337(a). to ensure that 
the equipment affords the specified pro¬ 
tection. Without such fitting, entry of 
harmful gases can occur, as experience 
has show n. 

It is also proposed to specify the pres¬ 
ently required supply of oxygen at nor¬ 
mal rather than standard temperature 
and pressure, to be consistent with the 
requirement in present 8 25.1439(b)(5). 

Ref. Proposal No. 1093, 532; | 121.337 
(a); Agenda Item H-51. 

5-69. By revising 8 121.343'a) to read 
os follows: 

§ 121.343 Flight rrfordm. 

(a) No person may operate a large air¬ 
plane that is certificated for operations 
above 25,000 feet altitude or is turbine 
engine powered, unless it is equipped with 
one or more approved flight recorders 


that record data from which the follow¬ 
ing Information may be determined and. 
if set forth in Appendix B of this pan. 
within the ranges, accuracies, and re¬ 
cording intervals specified in Appendix 
B of this part: 

(1) Time, altitude, airspeed, vertical 
acceleration, heading, and the informa¬ 
tion specified in paragraphs (a)(2) and 
(a) (3) of this section, as applicable. 

(2> Except as provided in paragraph 
(aX3) of this section, for airplanes hav¬ 
ing an original type certificate Issued 
after September 30. 1969, pitch attitude, 
roll attitude, side slip angle or lateral 
acceleration, pitch trim position, control 
column or pitch control surface position, 
control wheel or lateral control surface 
position, rudder pedal or yaw control 
surface position, thrust of each engine, 
position of each thrust reverser. trailing 
edge flap or cockpit flap control position, 
and leading edge flap or cockpit flap con¬ 
trol position. 

(3) After (date one year after the ef¬ 
fective date of this proposed amend¬ 
ment). for airplanes having an original 
airworthiness certificate issued on or 
after (date one year after the effective 
date of this proposed amendment) and 
for airplanes having an original type 
certificate issued after September 30, 
1969, (regardless of the date of the origi¬ 
nal airworthiness certificate), pitch at¬ 
titude. roll attitude, side slip angle or 
lateral acceleration, pitch trim position, 
control column and pitch control surface 
position, control wheel and lateral con¬ 
trol surface position, rudder pedal and 
yaw control surface position, thrust of 
each engine, position of each thrust re¬ 
verses trailing edge flap or cockpit flap 
control position, leading edge flap or 
cockpit flap control position. Greenwich 
mean time, automatic flight control sys¬ 
tem selected mode and engagement 
status, spoiler and speedbrake position, 
selected flight director mode, localizer 
and glide-slope deviation, hydraulic sys¬ 
tem status, electrical bus status, activa¬ 
tion of each fire warning system, activa¬ 
tion of the pressurization system cockpit 
warning, vertical acceleration recorded 
at 0.25 second intervals, longitudinal ac¬ 
celeration, outside ambient or total air 
temperature, position of the strut exten¬ 
sion-retraction switch, indication of 
outer, middle, and inner marker passage, 
and radio altitude. 


Explanation . The present flight re¬ 
corder requirements are restated in 
paragraph (a)(1) and (a)(2) except 
for minor revisions to account for the 
new requirement in paragraph (a) (3*. 
Proposed paragraph (a)(3) would add 
several new parameters. Also, sonu 
changes would be made to items now set 
forth in paragraph <a) (2). The new pa¬ 
rameters begin with “Greenwich mean 
timc“ and go to the end of the sentence 
in the proposed paragraph (a)(3). The 
changes to items now set forth include 
replacing the "ori’s after “control col; 
umn”, “control wheel”, and “rudder 
pedal“ with “ond“s. 

Flight recorders capable of recording 
the additional parameters would be re- 
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quired < after a date one year after the 
effective date of the proposed amend¬ 
ment) on airplanes having an original 
airworthiness certificate issued after 
that date and on airplanes having an 
original type certificate issued after Sep¬ 
tember 30, 1969. regardless of the date 
of the original airwortliiness certificate. 
Proposed paragraph (a)(1) and (a)(2) 
would allow airplanes to operate under 
present flight recorder rules until the 
new parameters are required 

The National Transportation Safety 
Board has found that, because of factors 
such as the increased sophistication of 
airplane design, ground-based naviga¬ 
tion equipment and approach guidance 
equipment, the currently-prescribed in¬ 
formation is sometimes inadequate for 
the determination of the cause of air¬ 
plane accidents. Although there may be a 
need to specify ranges, accuracies, and 
recording intervals, for certain of the ad¬ 
ditional parameters, none are proposed 
at this time. However, the FAA plans to 
undertake separate rulemaking to in¬ 
corporate such standards under the 
Technical Standard Order systems. 

Ref . Proposal No. 535; 5 121.343; 

Agenda Item 1-52. 

5-70. By revising | 121.359(c) to read 
as follows: 

§ 121.359 Cockpit voice recorder. 

• • • • • 

<c> The cockpit voice recorder re¬ 
quired by this section must meet the 
following application standards: 

(1) Except as provided in paragraphs 
(c)(3) and (c)(4) of this section, the 
requirements of Part 25 of this chapter in 
effect on (date one day before the effec¬ 
tive date of this amendment). 

(2) After (date one year after the 
effective date of this amendment), each 
recorder container must— 

(i) Be either bright orange or bright 
yellow; 

(11) Have reflective tape affixed to the 
external surface to facilitate its location 
underwater; and 

(ill) Have an approved underwater 
locating device on or adjacent to the 
container which is secured in such a 
manner that they are not likely to be 
separated during crash impact. 

(3) After (date two years after the 
effective date of this amendment), each 
cockpit voice recorder installation must 
comply with 125.1457 <b) and (d) In 
effect on (the effective date of this 
amendment). 

(4) After (date five years after the 
effective date of this amendment) each 
cockpit voice recorder installation must 
comply with { 25.1457(e) in effect on 
(the effective date of this amondtnent). 


Explanation. Present § 121.359(c) re¬ 
quires that voice recorders be Installed in 
accordance with the requirements of 
Part 25 of this chapter. It is also pro¬ 
posed to require that each cockpit voice 
recorder container have reflective tape 


affixed, and an underwater locating de¬ 
vice. one year after the effective date of 
the amendment. The requirement that 
the record container be either bright 
orange or bright yellow is in the present 
rule and is restated in the proposed rule 
to have all the container requirements 
together. 

Experience has shown that under¬ 
water locating devices greatly facilitate 
underwater recovery of the record con¬ 
tainers. which contain important acci¬ 
dent Investigation data. Reflective tape 
enables pinpoint location of the record 
container after its general location by 
the underwater locating device. The 
amendment would not become applica¬ 
ble for Part 121 operators until one year 
after the effective date of this proposed 
amendment to allow time for procure¬ 
ment and installation. 

For an explanation of | 121.359 <c) <3> 
and (c)(4), see the proposals for 5 25.- 
1457. This proposal would require cock¬ 
pit voice recorder installations on air¬ 
planes operated under Part 121 to meet 
proposed 5 25.1457 (b) and (d)(1) with¬ 
in two years, and proposed f 25.1457(e) 
within five years. 

Ref . Proposal Nos. 325. 324. 537. 817; 
55 25.1457. 121.359; Agenda Items 1-55, 
1-54.1-56. 


PART 127—CERTIFICATION AND OPERA 
TIONS OF SCHEDULED AIR CARRIERS 
WITH HELICOPTERS 

5-71. By revising 5 127.127(b) to read 
as follows: 

§ 127.127 Cork|>it vomt n*fonlrm, 

• • • • • 

(b) Except as provided in paragraphs 
(b)(1) and «b><2> of this section, 
each cockpit voice recorder must be in¬ 
stalled in accordance with the require¬ 
ments of Part 29 of this chapter In ef¬ 
fect on (date one day before the effec¬ 
tive date of this amendment). 


The proposals listed below were withdrawn 
by their proponents after the publication of 
the committee workbooks but prior to the 


(1) After (date two years after the 
effective date of this amendment) each 
cockpit voice recorder installation must 
comply with 5 29.1456 (b) and (d)(1) 
in effect on (the effective date of this 
amendment). 

(2) After (date five years after the 
effective date of this amendment) each 
cockpit voice recorder installation must 
comply with I 29.1457(e) in effect on 
(the effective date of this amendment). 


Explanation. See the proposals for 
5 25.1457 (b). (dxl).and (c> and 129.- 
1457 <b>, <d> < 1). and <e>. This proposal 
would require that cockpit voice record¬ 
ers on rotorcraft operated under Part 
127 be modified to meet proposed 5 29.- 
1457 (b) and (d)(1) within two years 
after the effective date of this amend¬ 
ment. and proposed 5 29.1457(e) within 
five years after the effective date of this 
amendment. 

Ref. Proposal Nos. 324. 537. 817; I 25.- 
1457, 121.359: Agenda Items 1-54, 1-56. 

Appendix I Committee V (Systems) 
Proposals Deters ro 

Bitted upon the discussions at the Air¬ 
worthiness Review Conference, the PAA has 
determined that the proposals listed below 
appear to have sufficient merit to warrant 
further consideration but for various reasons 
should be deferred for consideration at the 
next Airworthiness Review or Operations Re¬ 
view as appropriate. Included in the reasons 
for deferral are the following: 

1. The proposal la so complex or extensive 
that more time Is required than is available 
within the 1974-75 Airworthiness Review to 
give It full consideration. 

2. There Is Insufficient data presently 
available on which to baas a decision on the 
outcome of the proposal. 

3. The proposal would be more appropri¬ 
ately considered during an operations review. 

The deferral of these proposals does not 
foreclose the PAA from taking separate rule- 
making action on the deferred proposals If 
a need for such action should arise 


end of the Airworthiness Review Conference. 
The proponents or other Interested persons 
may submit similar proposals In the future. 
The withdrawal of PAA proposals does not 
commit the PAA to any future course of 
action. 


14 CFR (FAR 
section) 

Proposal No, 

Agenda Item 

Proponent 

23.1333.. 

«3 

B-9 

Federal Aviation Administration. 

23,1435 -- 

700 

F-41 

Do. 

35.1393. 

790 

A-5 

Do. 

35» 13$1.*•••■••••*•*••«« 

3H 

D-34 

Astohmo* Industries Association. 

26143$.. 

330 

F-41 

Do 

251443.. 

814 

H-45 

Federal Aviation Administration. 

25.1547. 

823 

B-13 

Do. 

135.159__ 

INI 

J S3 

Do. 

135.156. 

1103 

J-43 

Air Line Pilots Association. 


lirFR(PARwciion) Proposal No. Agenda H*m 


Proponent 


35 X 31 . 
35 . 1431 . 
43 . 15 .... 
Pt. * 1 .. 
91 X 3 ... 
9 LUU.. 
91.170 
171X19 
135 153 . 


330 

314 


503 

507 

636 

552 


U 42 * Joint Alrwfifthin#sa Requirement* Committee. 

J -Vi Air Un* Pilot* Association. 

B -17 Hun Chemical Corn. 

J eo Curtis Hewitt. 

J-41 < lenrral Motors Corp. 

B -17 Hun Chemical Corn. 

B-17 Do. 

J-46 Aerospace Indattries Association. 

J-6S Air Lino Pilot* Awociation. 


Appendix IT Committee V (Systems) Pro¬ 
posals Withdrawn By Proponent. 
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Appt.vdix III CoMMirm V (Systems) Pro¬ 
posals Removed From Conmdkratiojc 

Based on the FAA’s review of the discus- 
alon at the Airworthiness Review Conference 
and or the Information submitted by Inter¬ 


ested persons, the following proposals con¬ 
sidered by Committee V at the Airworthiness 
Review Conference are removed from consid¬ 
eration during the First Biennial Airworthi¬ 
ness Review for the reasons listed below: 


14 CF H Proposal Va Afnda item 

(FA R arctiuii) 


Proponent 


rtn... 

'•3.1401... 

23 . 1401 .. . 

3M4I... 

sttarn. . 

2!U*S*. 

h.uu M . 

2AUM.„ 

stuu_ 

25.1435.. . 

25.1447_ 

27.1401.. . 
2^.1401.... 

VI.3$. 

V1AJ. 

H.5k .... 
121 .SIS... 

121.312.. .. 


MV 

M 


37 A-4 
120 D 33 

122 K 3a 

123 K 31 

252 (1 43 

253 O -44 
140 A 4 
3ni r-jfl 

IP-25 
I> 27 
l>7€ 
312 E-35 
31a F—40 
323 H-4* 
30ft K 33 
406 E 33 
4SH Il-W 

*n K » 

4W J-4W 
&2T J 83 
528 J 4I 


National Tnuupartation Pairty Board. 

1 Apartment of Tmn*purUUi*v— Ant&rallo. 

< ;< !>«;ful Avtsilon Mamitw-Um-rs Association. 
Air Line Pilots Association. 

(tromi Ablation Msnolacturrrv AaaodsUou. 

Arrwparo Industrie Aa*vu»t inn 
National Transportation Safety Board. 
Aerospace IndiinxVt Association. 

Do. 

Do. 

1 

Air Uiw Pilot* A*»rlatimi. 

Aerospace liMluitrir* Association. 

Da 

Air Line Pilot* Association. 

Do. 

Department of Trat^porintlcai—Australia 
Air Line Pilot* AModatkm. 

Uemnil Motor* Carp. 

Aerospace Iodumti* Association. 

Da 


Proposal No. 57—The proponent requested 
that Parts 23 and 25 be amended to require 
that safety analyses be completed In a man¬ 
ner similar to that required by "Military 
Standard 882. System Safety Program for 
Systems and Associated Subsystems and 
Equipment: Requirements for.*’ The FAA be¬ 
lieves that adoption of the proposed rule is 
Inappropriate because— 

1. other adequate methods of safety 
assessment and fault analysis exist; 

2. The proposed requirement would se¬ 
verely limit and would tend to dictate 
design procedures; and 

3. The experience to date with f 25.1300 
does not justify the regulation change. 

Proposal No. 120 —The proponent, citing 
Instances of non-compliance with I 23.1357 
<c). requested that the rule be clarified. The 
FAA believes that the current rule Is suffi¬ 
ciently definitive. The FAA has Initiated an 
investigation to determine If alleged non- 
compliance exists, and if it does, appropriate 
action will be taken. 

Proposal No. 122 —The proposal would "es¬ 
tablish a means by which parts or com¬ 
ponents produced to a higher standard can 
be installed without the need to recertificate 
tho whole aircraft." The FAA believes that 
the regulations now provide appropriate 
methods for the approval of aircraft parts 
or components produced to an equivalent or 
higher standard. The procedures for such 
approval must include on adequate balance 
of all Interests, and the FAA does not be¬ 
lieve that this procedure should be amended 
without further Justification. A procedure for 
each type of system set forth in the regula¬ 
tions, as proposed, would yield an unman¬ 
ageable regulatory system. 

Proposal No. 122 —This proposal would re¬ 
quire that xenon strobe lights be Installed 


at specific locations on each aircraft. Xenon 
lights are already permitted by regulation. 
To require that only this type be used would 
be too restrictive since other types of satis¬ 
factory lights exist. 

Proposal No. 252 —The proponent suggested 
that j 25.831 be amended to provide for re¬ 
laxed ventilation control requirement for 
small airplanes. The purpose of the proposal 
Is covered by the proposed amendment to 
125.831. 48 FR 10810 (Notice 75-10). 

Proposal No. 253—The proposal would al¬ 
low the use of a 10.000-foot cabin pressure 
altitude for all-cargo airplanes. The FAA be¬ 
lieves that exposure of the crew to a cabin 
pressure altitude of 10,000 feet (as opposed 
to the currently prescribed 8,000 feet) would 
lead to a significant degradation of crew 
performance and efficiency. 

Proposal No. 140 —See the comments for 
Proposal No. 57. 

Proposal No. 101 —This proposal would In¬ 
crease the airplane velocity limit for auto¬ 
pilot malfunction to that specified In I 25 - 
253(a)(2). Those speeds, however, assume 
manual flying within control force limits 
without a failed autopilot. The FAA believes 
that the human pilot, working against ad¬ 
verse control forces being applied by a mal¬ 
functioning autopilot, needs an Increment of 
safety achievable by specifying, during type 
certification, a finite limit on the authority 
of the autopilot. That limit should be the 
lowest practicable and the PAA believes that 
the value set forth (os an acceptable means 
of compliance) In AC 25.1320-1A Is satisfac¬ 
tory for this purpose. 

Proposal No. 167 —The proposal would have 
amended 125.1351(b) to allow a momen¬ 
tary loss of power to essential circuits due 
to switching, fault clearing, or other causes. 
The FAA has determined that insufficient 


Justification was presented to Justify the 
possible degradation in safety which could 
result from adoption of the proposal. 

Proposal No. J05—The proposal would 
amend 1 25.1361(b) to provide for power 
sources which cannot bo disconnected. The 
FAA has determined that utilization of power 
source without a disconnect capability Is an 
Inappropriate change at the present time 
and that Insufficient Justification has been 
provided to warrant the possible degrada¬ 
tion In flight safety. 

Proposal No. 306 —This proposal would 
eliminate the reference to voltage and cur¬ 
rent in f 25.1351 (b) (0). Those reference* are 
examples and not requirements. The present 
rule provides adequate flexibility. 

Proposal No. 312 —See the comments for 
Proposal No. 123. 

Proposal No. 316 —This proposal would 
allow an alternative design criterion for hy¬ 
draulic fluid quantity indicators by allowing 
a low quantity warning light to satisfy the 
present requirement. With respect to I 25.- 
1435(a) (3), the FAA believes that warning 
lights alone do not provide an adequate in¬ 
dication of the quantity of fluid in each 
continually operating system. 

Proposal No. 323 —The proponent re¬ 
quested the elimination of the present re¬ 
quirement that portable oxygen equipment 
be Immediately available to flight attend¬ 
ants. The FAA has determined that adoption 
of the proposal would result In on unjusti¬ 
fied degradation In the level of safety cur¬ 
rently provided by regulation. 

Proposal No. 366 —See the comments for 
Proposal No. 123. 

Proposal No. 406 — 8ee the comments for 
Proposal No. 123. 

Proposal No. 466 —The proponent assumed 
that requiring "approved" altimeters as pro¬ 
posed would assure that all altimeters meet 
the altimeter TOO. This Is not the case since 
under f 21.305 there are other methods by 
which an altimeter may be approved. Thoee 
methods hare proven adequate in the past 
and a change that would eliminate them 
has not been Justified. 

Proposal No. 492 —See comments for Pro¬ 
posal No. 123. 

Proposal No. 499 —This proposal would 
permit certain aircraft operation with an 
inoperative ELT. Buch a change is incon¬ 
sistent with the Public Law and beyond the 
scope of the Airworthiness Review Program. 

Proposal No. 527—Th la proposal covert 
provisions Included in Notice 75-14 (40 FR 
I173«|. March 13.1075. 

Proposal No. 526 —This proposal cover* 
provisions Included In Notice 75-14 (40 FR 
117381, March 13.1075. 

Issued In Washington, D.C.. on May 19, 
1975. 


J. A. Ferrarese, 
Acting Director. 
Flight Standards Service. 

(FR Doc.75-13007 Filed 5-23-75;8:45 am( 
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RULES AND REGULATIONS 


Title 21—Food and Drugs 

CHAPTER III—SPECIAL ACTION OFFICE 
FOR DRUG ABUSE PREVENTION 

PART 1402—FEDERAL FUNDING CRI¬ 
TERIA FOR DRUG TREATMENT SERVICES 

PART 1403—FEDERAL FUNDING CRI¬ 
TERIA FOR DRUG TREATMENT CEN¬ 
TRAL INTAKE UNITS 

General Statement 

In the Federal Register of Decem¬ 
ber 23. 1974 (Volume 39. No. 247. pp. 
44,384-44,387), two new parts were pro¬ 
posed to be added to Title 21 of the 
Code of Federal Regulations. Part 1402 
entitled "Federal Funding Criteria for 
Drug Treatment Services" and Part 1403 
entitled "Federal Funding Criteria for 
Drug Treatment Central Intake Units." 
These parts were published as a pro¬ 
posed rulemaking under sections 210, 
221. and 222 of the Drug Abuse Office 
and Treatment Act of 1972, Pub. L. 92- 
255 (21 U.S.C. 1120. 1131. and 1132). 

To provide Information necessary to 
aid the Director of the 8pecial Action 
Office for Drug Abuse Prevention In de¬ 
termining whether Parts 1402 and 1403 
should be Issued. Interested persons were 
Invited to submit written data, views, 
and arguments. Numerous comments, 
suggestions, and recommendations were 
received from professional and other 
organizations and Individuals as well as 
known authorities in the field of drug 
abuse treatment and rehabilitation. 
With few exceptions, the comments sup¬ 
ported the underlying policy of estab¬ 
lishing minimum levels of program per¬ 
formance for the administration of fed¬ 
erally funded drug treatment and 
central intake unit programs with the 
least possible controls imposed by the 
Federal Government. 

The Special Action Office, along with 
the National Institute on Drug Abuse. 
Department of Health. Education, and 
Welfare, have given serious consideration 
to all comments, suggestions, and recom¬ 
mendations that have been submitted. 
Several were based on a misconstruction 
of the proposed regulations and required 
no change. Others raised valid questions 
regarding certain sections of the pro¬ 
posed regulations which required clarifi¬ 
cation or amendment. The Director has 
determined that all of the changes, as 
hereinafter set forth, are necessary or 
desirable in furtherance of the Govern¬ 
ment's policy of upgrading the quality of 
services provided by federally funded 
drug abase treatment programs and cen¬ 
tral Intake units. 

A review of the principal comments 
and recommendations and the action 
taken with respect thereto are set forth 
below, followed by the full text of the 
regulations as revised. 

Comments and Recommendations on 
Part 1402, Federal Funding Criteria 
for Treatment Services 

1. Applicability, (a) Programs funded 
by several sources. Two basic questions 
have been raised in regard to the applica¬ 
bility of the treatment standards. The 
first question concerned whether or not 


the regulations were Intended to apply 
to a program which is funded by several 
sources, only one of which Is by the Fed¬ 
eral Government. Section 1402.01 has 
been revised to make it clear that in the 
case of a program funded by several 
sources, only one of which is by the Fed¬ 
eral Government, the standards of treat¬ 
ment shall apply to all segments of such 
program which provide services to which 
this part applies. For example, a pro¬ 
gram may be funded by four different 
sources only one of which is the Federal 
Government. If any segment of a pro¬ 
gram Is federally funded, all other seg¬ 
ments which perform the types of serv¬ 
ices to which this part applies would also 
be covered by the standards of treatment 
set forth in this part. Of course, pro¬ 
grams conducted directly by departments 
and agencies of the Federal Government 
are exempted. 

0» Demonstration and research pro- 
prams. The second question concerns the 
applicability of the federal funding cri¬ 
teria to demonstration and research 
projects. It whs not Intended that this 
part should apply to either of these proj¬ 
ects. Section 1402.01 has been amended 
to specifically exclude them. 

2. Definitions, (a) Patient. Paragraph 
<a> of section 1402.02 as proposed de¬ 
fined "patient" as "any person who has 
been accepted for treatment or rehabili¬ 
tation services • • •" It has been sug¬ 
gested that this definition Is too broad 
and should be limited In such manner 
as to relate only to patients receiving 
the drug abuse services to which this part 
applies. To be consistent with the lan¬ 
guage of Pub. L. 92-255 and the regula¬ 
tions on the confidentiality of parent 
records, the definition Is amended ac¬ 
cordingly. 

<b> Program. The definition of "pro¬ 
gram" in paragraph <b> of section 
1402.02 has been simplified. It refers to 
any drug abuse project or activity which 
administers services to which this part 
applies. 

(c) Medical director. To avoid any con¬ 
fusion that might arise regarding the re¬ 
spective responsibilities of thi§ medical 
director of a drug abuse program and 
the program director as defined in para¬ 
graph (c) of $ 1402.02. a new paragraph 
(d) has been added to this section de¬ 
fining the responsibilities of the medical 
director. While the responsibilities of the 
program director and the medical direc¬ 
tor are separately defined in this part, 
this should not be construed as preclud¬ 
ing a duly licensed physician from fill¬ 
ing both positions. 

<d) Treatment and treatment plan. To 
avoid repetition of the various services 
usually associated with treatment, the 
term "treatment" has been defined to in¬ 
clude Interviewing, counseling, and any 
other services or activities carried on for 
the purpose of, or as an incident to, 
diagnosis, treatment, or rehabilitation 
with respect to drug abuse, whether or 
not conducted by a member of the med¬ 
ical profession. The term "treatment 
plan" means the mode of treatment that 
Is determined appropriate to meet the 
objective needs of the patient. 


<e) Qualified mental health profes¬ 
sional. Another comment recommend el 
the Inclusion of a definition of "qualified 
mental health professional.” Paragraph 
<f) of 4 1402 02 has been added defining 
"qualified mental health professional' as 
a person who. by virtue of education, 
training, or experience. Is capable of as¬ 
sessing the psychological and sociologi¬ 
cal background of drug abusers to deter¬ 
mine the treatment plan most appro¬ 
priate for the patient. 

3. Technical assistance. The proposed 
4 1402.03 relating to technical assistance 
has been deleted because of the difficulty 
In establishing an adequate standard for 
purposes of this regulation. 

4. General requirements—( a) Admis¬ 
sion of patients and termination of serv¬ 
ices. Several comments recommended 
clarification and elaboration of the re¬ 
quirements for admission of patients and 
termination of services in paragraph <c> 
of proposed 4 1402.04 (redesignated as 
4 1402.03). This section has been 
amended to make it clear that, at a 
minimum, the admission criteria arc 
applicable only to those patients who are 
known to have primary drug abuse 
problems other than alcohol. Service* to 
a patient must be terminated whenever 
the level of services does not meet the 
requirements of tills part or legitimate, 
person to person, services are not pro¬ 
vided at least once each month on a reg¬ 
ularly scheduled basis. 

(b) Personal , medical and drug his¬ 
tory. Paragraph (e) of proposed 4 1402.04 
(redesignated os § 1402.03) has been 
amended to describe the information to 
be obtained In a personal, medical and 
drug history. Unless otherwise indicated, 
a treatment program need not, in de¬ 
veloping a patient's personal medical and 
drug history, secure information which 
already has been obtained by the re¬ 
ferring Central Intake Unit and which 
Is contained in the patient's Intake rec¬ 
ord when transferred to the treatment 
program. Also, the three day discre¬ 
tionary period for the completion of the 
intake process has been changed to pro¬ 
vide that it must be completed within 
the earliest practicable time. 

(c) Notice and review of termination 
of services. Paragraph (f) has been added 
to { 1402.03 requiring that the patient 
be given written notice of the termina¬ 
tion or substantial change In treatment 
and an opportunity to have such deci¬ 
sion reviewed in accordance with appro¬ 
priate procedures established for that 
purpose. 

5. Minimum standards for physical 
and laboratory examinations— <a> Per¬ 
formance requirements. Several com¬ 
ments recommended clarification of 
paragraph (a) of 4 1402.05 (redesignated 
as 4 1402.04) relating to performance re¬ 
quirements to indicate which examina¬ 
tions are mandatory. Also, paragraph 
has been amended to require that physi¬ 
cal and laboratory examinations be ad¬ 
ministered as soon as practicable by 
qualified personnel but not later than 21 
days after admission. Further, a treat¬ 
ment program need not repeat any part 
of a physical and laboratory examina- 
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tion which was completed by a Central 
Intake Unit from which a patient was 
referred unless the results of the exam¬ 
ination forwarded by the Intake Unit to 
the treatment program are found to be 
incomplete or in question. The documen¬ 
tation and results of these examinations 
>hould be contained in the person's in¬ 
take record upon transfer to the treat¬ 
ment program. 

<b) Exceptions to physical avd labor- 
atory examinations. It is recognized that 
there may be substantial cause for re¬ 
questing exception to the physical or 
laboratory examinations set forth In 
1 1402.05 as proposed (redesignated as 
f 1402.04), particularly In the case of out¬ 
patient drug free programs administered 
in rural areas, programs which serve 
mainly poly drug abusers and those 
which treat significant numbers of ado¬ 
lescent patients. Therefore, paragraph 
(a) has been amended to underscore the 
fact that programs may request excep¬ 
tion to the physical and laboratory ex¬ 
aminations criteria established in this 
section. All requests for exception in the 
case of programs administering such 
services must be submitted In writing by 
the medical director. This request must 
contain the rationale and criteria in sup¬ 
port of granting the exception to the 
requirements. 

(c) Physical and laboratory examina¬ 
tions. Several comments have been made 
that the requirements tor physical and 
laboratory tests are too restrictive and 
the terminology uncertain. As a result, 
item 6 in paragraph (b) of 5 1402.05 (re¬ 
designated as 4 1402.04) identified as 
“8MA 12/60 or equivalent” has been 
changed to "multiphaslc chemistry pro¬ 
file” Also item 8 In paragraph <b) of 
proposed 5 1402.05 identified as "sickle 
cell, as appropriate” has been deleted 
Finally, item 9 in paragraph (b) of 
f 1402.05 identified as "Australian anti¬ 
gen, os appropriate" has been changed to 

• Australian antigen IHbAg testing (HA A 
testing) 1. as appropriate” and redesig¬ 
nated as Item 8. 

<di Over - professionalization. Con¬ 
cern was expressed by some that the 
overall effect of the guidelines might 
over-professionalize drug abuse therapy. 
The Director docs not share this view and 
has determined that such guidelines are 
necessary in order to Insure adequate 
standards of quality for programs to 
which this part applies. 

<e> Other changes. Other language 
changes were made in 4 1402.S of the 
proposed rulemaking for purposes of 
clarification and the number of the sec¬ 
tion lias been changed to 1402.04. 

6. Pre-admission interview. Another 
comment suggests the need for clarifying 
Paragraph *(a> of proposed f 1402.00 (re¬ 
designated as 4 1402.05), which recom¬ 
mended that specific items be covered in 

* Personal history on each patient This 
paragraph has been amended to provide 
that, under the supervision and guidance 
of the mental health professional, the 
staff shall obtain sufficient, relevant In¬ 
formation (areas to be covered are iden¬ 
tified) from the patient for a complete 
Personal history. 
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7. Mental hcatth'consultation . Several 
comments suggested some clarification of 
the scope of professional mental health 
consultation In 1 1402.09. This section 
(redesignated as I 1402.07) has been 
amended to provide that each program 
shall provide a minimum of five hours of 
mental health consultation per 100 pa¬ 
tients per week by a qualified mental 
health professional. 

8. Counseling. Several comments sug¬ 
gested that it would be extremely difficult 
to determine the appropriate size of a 
counseling group as proposed in 4 1402.- 
10. As a result, this section < redesignated 
as f 1402.08) has been amended to pro¬ 
vide that the size of the counseling group 
should be left to the discretion of a duly 
qualified professional under whose super¬ 
vision the group counseling sessions are 
conducted. It Is also provided that such 
cmuiseling services may be provided 
either by the program or by private con¬ 
sultants under contract 

9. Vocational rehabilitation and em¬ 
ployment programs. An Important point 
was made that because of the current 
economic situation and the divergent 
make-up of individual communities, it 
would not be appropriate to require that 
patients enrolled in residential programs 
be employed or be in attendance in a 
training program within 60 days after 
the date of admission. This is not the 
intent of 4 1402.13 (now redesignated as 
4 1402.11). Programs are merely required 
to encourage patients to enroll in such 
programs. If a patient refuses to enroll 
or is unsuccessful in obtaining employ¬ 
ment this will be merely reflected in his 
treatment plan and progress notes but 
will not otherwise affect his relations 
with the program. 

10. Patient follow-up. Many comments 
supported the follow-up program os pro¬ 
vided in 4 1402.14. However, because of 
the many problems involved. It has been 
determined that the provisions for such 
a program should be dropped and the 
proposal abandoned. 

11. Patient record system. For purposes 
of clarification. 4 1402.15 has been 
amended to provide that such patient 
records must be kept in accordance with 
the confidentiality regulations set forth 
in Part 1401 of the Code of Federal Regu¬ 
lations (21 CFR Part 1401) as proposed 
to be amended by Subchapter A of 
Chapter I. Title 42. of such Code (42 CFR 
Ch. I). Also. 4 1402.15 has been redesig¬ 
nated as 4 1402.12. 

12. Program hours for sennees. Several 
comments misconstrued the intent 
underlying the rules governing program 
hours as set forth in 4 1402.16. The pur¬ 
pose of providing for minimum hours is 
to Insure that the program hours are 
scheduled in such a manner as to assure 
sufficient hours of operation on weekdays 
and weekends to meet the requisite need 
of patients. Comments also recommended 
a change in the requirements for day 
care drug free services. Accordingly, 
paragraph (b)(4) has been amended to 
provide that day care programs must be 
open at least five days per week rather 
than six at ten hours per day with a re¬ 
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duced schedule for the remaining two 
days. Also the language in this sectiou 
has been revised for purposes of clarifi¬ 
cation. and the section has been redesig¬ 
nated as } 1402.13. 

Comments and Recommendations on 

Part 1403. Federal Funding Criteria 

tor Central Intake Units 

1. Definitions. For purposes of clarifica¬ 
tion and consistency, the definition of 
"patient” has been changed os indicated 
in paragraph 2 of the comments relat¬ 
ing to Part 1402. 

Several comments indicated that a 
person should not be considered a "pa¬ 
tient” until he has completed the Intake 
process. To be consistent with the 
language of Public Law 92-255 and the 
regulations on the confidentiality of pa¬ 
tient records, the definition has been 
amended accordingly. 

2. Technical assistance. For the rea¬ 
sons stated in paragraph 3 of the com¬ 
ments relating to Part 1402. section 
1403 03 has been deleted, and the sec¬ 
tions that follow have been re-numbered 
accordingly. 

3. Operation of facilities and exami¬ 
nation of patients. Several comments 
recommended that the language in pro¬ 
posed 5 1403.05 establishing a mandatory 
two day period for completing the intake 
process be changed to make the two day 
period preferable but not mandatory* 
Paragraph (a) has been amended ac¬ 
cordingly. It was also suggested that the 
examination criteria os set forth in para¬ 
graph (b) of proposed 4 1403.05 be made 
mandatory. This paragraph has been 
amended accordingly. Although the ex¬ 
amination criteria are established as 
mandatory requirements, requests for ex¬ 
ceptions may be made when deemed nec¬ 
essary or appropriate. Tests with respect 
to tetanus toxoid and sickle cell were not 
retained as mandatory requirements. 
Therefore, the requirements for these 
tests have been deleted and paragraph 
(b> amended accordingly. Section 
1403.05 has been redesignated a* 
4 1403.04. 

4. Patient recordkeeping — confiden¬ 
tiality. Section 1403.15 (redesignated as 
4 1403.12) has been added to require that 
each program establish an adequate sys¬ 
tem of patient records and maintain such 
records in accordance with the Confi¬ 
dentiality Regu lations (currently act 
forth as 21 CFR. Part 1401: proposed to 
be incorporated in 42 CFR, Part 2: see 40 
FR 20522, May D. 1975). 

Based on the foregoing considerations, 
tiie Director has concluded that Ports 
1402 and 1403 should be issued and be 
made effective immediately on May 27. 
1975. Therefore, pursuant to sections 210, 
221 and 222 of the Drug Abuse Office and 
Treatment Act of 1972 (Pub. L. 92-255), 
it Is accordingly determined that Title 21 
of the Code of Federal Regulations 
should be amended by adding Part 1402 
and Part 1403 as set forth hereinafter. 

Dated: May 19. 1975. 

Robert L. DuPont. 

Director , Special Action Office 
for Drug Abuse Prevention. 


FEDERAL REGISTER. VOL 40. NO. 102—TUESDAY, MAY 27, 1975 










23064 


RULES AND REGULATIONS 


Part 1402 Is added as set forth below: 
Sec. 

1402.01 Applicability. 

1402.02 Definitions. 

1402.03 General requirements 
1402 04 Minimum standards for physical 
and laboratory examinations. 
1402.05 Prc-admission Interview. 

1402 00 Medical services. 

1402 07 Mental health consultation. 

1402.06 Counseling. 

1402.00 Provision for supportive services. 

1402.10 Procedures for urine surveillance, 

1402.11 Vocational rehabilitation and em¬ 

ployment programs. 

1402.12 Patient record system. 

1402 13 Program hours for services. 

1402.14 Provision for meals. 

1402.15 Compliance with all Federal and 

State regulations. 

1402.10 Exceptions to requirements. 

Atmioarrr: Secs. 210. 221. 222. the Drug 
Abuse Office and Treatment Act of 1972. Pub. 
L. 92-255. (21 U3.C. 1120. 1131. and 1132). 

g 1102.01 Applicability. 

This part set* forth the criteria which 
all Federal departments and agencies 
shall apply with respect to standards of 
treatment to be maintained in programs 
or projects (other than research or dem¬ 
onstration) funded by them, by means 
of grants or contracts awarded or re¬ 
newed after the effective date of this 
part, for drug abuse treatment services. 
Including but not limited to outpatient 
methadone, residential methadone, resi¬ 
dential drug fee. out patient drug fee 
and day care drug free, whether such 
services are performed directly by the 
recipient of anw such grant or contract 
or indirectly through subcontracts, 
grants, or other means in implementa¬ 
tion of the recipient's contract or grant 
with the Federal agency or department 
supplying the funds. In the case of a 
program funded by several sources, only 
one of which source is Federal, the 
standards of treatment set forth in this 
part shall apply to all segments of such 
program which provide the type of serv¬ 
ices to which this part applies. This part, 
however, does not apply to programs con¬ 
ducted within or by departments and 
agencies of the Federal Government. 

§ 1 102.02 Definition*. 

<a> Patient. The term "patient'* 
means any person who has applied for 
or been given diagnosis or treatment for 
drug abuse at a treatment program or 
Central Intake Unit which administers 
services to which this part applies. 

(b) Program . The term ‘program" 
means any drug abuse project or activ¬ 
ity which administers services to which 
this part applies. 

(c) Program director. The term “pro¬ 
gram director" means the person having 
the ultimate responsibility for manag¬ 
ing and supervising a drug abuse pro¬ 
gram which administers services to which 
this part applies. 

<d) Medical director . The term "med¬ 
ical director" means a duly licensed 
physician who has been appointed to as¬ 
sume responsibility for all medical af¬ 
faire conducted by a program which 
administers services to which this part 
applies. 


(c) Treatment and treatment plan. 
For the purposes of this part, the term 
“treatment" Includes interviewing, 
counseling, and any other services or 
activities carried on for the purpose of, 
or as incident to, diagnosis, treatment, 
or rehabilitation with respect to drug 
abuse, whether or not conducted by a 
member of the medical profession; and 
the term “treatment plan” means the 
mode of treatment that Is determined 
appropriate to meet the objective needs 
of the patient. 

(f) Qualified mental health profes¬ 
sional. The term “qualified mental 
health professional” means a person who, 
by virtue of education, training, or ex¬ 
perience, Is capable of assessing the psy¬ 
chological and sociological background 
of drug abusers to determine the treat¬ 
ment plan most appropriate for patients 
in programs administering services to 
which this part applies. 

§ 1402.03 General requirement*. 

The grantee or contractor shall pro¬ 
vide the necessary facilities, materials, 
services, and personnel for the operation 
of a drug abuse program to which this 
part applies. The contractor or grantee 
shall establish and operate, or shall 
engage a subcontractor to establish and 
operate, such facilities, and shall pro¬ 
vide such material, services, and per¬ 
sonnel as arc deemed necessary to 
protide patients with service & In accord¬ 
ance with the provisions of this part. 
The grantee or contractor shall; 

(a) Appropriate facilities. Provide 
services through such drug abuse treat¬ 
ment facilities as may be appropriate 
at such site or sites as shall be approved 
by the contracting or awarding 
authority. 

(b) Maintain in sanitary condition. 
Maintain all facilities In a clean, safe, 
and sanitary condition In accordance 
with applicable standards established 
under Federal. State and local laws. 

(c) Admission criteria. Develop cri¬ 
teria which meet the requirements of 
this part for the admission of patients 
and the termination of services to them. 
The admission criteria are applicable 
only to those individuals with a primary 
drug abuse problem other than alcohol. 
Services to a patient must be terminated 
whenever there is evidence that the level 
of services does not meet the require¬ 
ments of this port or where legitimate, 
person to person, services are not pro¬ 
vided at least once per month on a reg¬ 
ularly scheduled basis. 

<d> Equipment and furnishings. In¬ 
stall and maintain appropriate equip¬ 
ment and furnishings which are suitable 
for the type of treatment services being 
conducted. 

(e) Personal , medical and drug his¬ 
tory. Establish procedures under which a 
complete personal, medical, and drug 
history for each patient will be secured 
upon the patient's entry into the pro¬ 
gram and shall be maintained and kept 
up to date throughout the patient's 
treatment. This is essential for the 
purpose of Identifying symptoms of 


flashbacks, psychotic manifestations, 
and severe physical illness requiring 
immediate psychiatric or medical care 
and also for the development of the pa¬ 
tient's treatment plan. The intake proc¬ 
ess must proceed expeditiously to avoid 
discouragement and shall be completed 
within the earliest practicable time. A 
treatment program need not secure per¬ 
sonal. medical, or drug information 
which already had been obtained by a 
Central Intake Unit on a patient who 
was referred to the program by such 
unit unless the information is deemed 
incomplete or appears questionable. The 
documentation and results of these CIU 
examinations must be transferred to the 
treatment program as such results be¬ 
come available. 

<f) Notice and review of termination 
of treatment. In any case in which a 
decision is made that a patient's treat¬ 
ment to which this part applies be ter¬ 
minated or substantially changed by the 
program director, the patient shall be 
given wTitten notice of tills fact and the 
right to have such decision reviewed in 
accordance with procedures established 
for that purpose. 

§ 1402.04 Minimum Mxmdards for 
iral and laboratory examination*, 

(a) Performance requirements. A 
physical and laboratory examination 
shall be administered by qualified per¬ 
sonnel as soon as practicable but not later 
than 21 days after admission of the 
patient. The results of the physical and 
laboratory examination and their impli¬ 
cations for the patient's treatment shall 
be detailed in his treatment plan. Resi¬ 
dential drug-free programs are re¬ 
quired to perform physical examina¬ 
tions at the earliests practicable time 
because of the possibility of the exist¬ 
ence of infectious diseases which might 
affect other patients. In the event that 
the residential program requires a pe¬ 
riod of Induction, the physical examina¬ 
tion should be administered during that 
period. A treatment program need not 
repeat any part of a physical or lab¬ 
oratory examination which had been 
completed by a Central Intake Unit 
from which a patient was referred un¬ 
less the results of the examination are 
incomplete or questionable. The docu¬ 
mentation and results of these exami¬ 
nations should be contained in the pa¬ 
tient's intake record upon transfer to 
the treatment program. When special 
circumstances warrant an exception to 
the required physical and laboratory 
examination, a request for such excep¬ 
tion may be made in accordance with 
fi 1402.16 of this part. Such request must 
be submitted by the Medical Director 
and must contain a full explanation of 
the need for the exception to the re¬ 
quirements. However, the granting of an 
exception under this part shall not be 
considered as an exception to any ap¬ 
plicable regulation of the Food and Drug 
Administration. 

(b) Physical and laboratory examina¬ 
tion . The physical and laboratory exam¬ 
ination of each patient shall include: 
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(1) Investigation of the possibility of 
Infectious disease, pulmonary, liver, car¬ 
diac abnormalities, dermatologic seque¬ 
lae of addiction and possible concurrent 
surgical problems; 

<2» Complete blood count and differ¬ 
ential ; 

<3> Serological test for syphilis; 

(4> Routine and microscopic urinal¬ 
ysis; 

(5) Urine screening for drugs (toxi¬ 
cology) ; 

(6) Multiphasic chemistry profile; 

(7) Chest x-ray; 

(8) Australian antigen (HbAg testing 
<HAA testing) ] as appropriate, and 

(9) EKG and biological tests for preg¬ 
nancy, as appropriate. 

g 1102.05 Prc-ftdnti*»M>n interview. 

(a) Information to be obtained. Each 
patient seeking admission or re-admis¬ 
sion for the purpose of obtaining treat¬ 
ment services shall be interviewed by a 
qualified mental health professional 
having qualifications as described in par¬ 
agraph (t » of 5 1402.02. or by a qualified 
intake counselor under the supervision of 
such a professional. Under the supervi¬ 
sion and guidance of such professional, 
the staff shall obtain a complete personal 
history including information relating to 
the patient's social, economic, and family 
background, his education and voca¬ 
tional achievements, any history of past 
drug abuse and treatment, any record of 
past criminal conduct, and any other in¬ 
formation which is relevant to his appli¬ 
cation and which may be helpful in de¬ 
termining an appropriate treatment pro¬ 
gram. 

(b) Development of appropriate treat¬ 
ment plan. A primary objective of the ad¬ 
mission interview is to determine the 
most appropriate mode of treatment for 
the patient and to assure that he under¬ 
stands the nature of the program and 
what may be expected of him. Any pro¬ 
gram of treatment recommended must 
be designed to meet the needs of the 
patient consistent with the projected 
program expectations. If a Central In¬ 
take Unit provides intake screening, it 
is the responsibility of the program to 
which the patient has been referred by 
such Unit to develop an individually 
tailored treatment plan based on the in¬ 
terview and his case history. 

<c) lie examination and reports. For 
persons receiving outpatient treatment, 
individual treatment plans shall be re¬ 
examined by the treatment team at least 
once in each ninety day period and al¬ 
tered where necessary to satisfy any 
needed changes. For all other modalities, 
the Individual treatment plan shall be 
reexamined at least once in each 30 day 
Period. A complete report of each review 
shall be recorded in the patient's record. 

<d) Information to be documented. 
Each treatment plan must include docu- 
tnented information relating to (1) short 
long term goals for treatment gen- 
by both staff and patient. (2) the 
assignment of a primary counselor, (3) a 
description tho type of counseling 
Wvices to be provided, and the fre¬ 
quency thereof, and (4) a description of 
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the supportive services determined to 
be needed by the individual patient. 

g 1 102.06 Mcdirnl wrvim. 

(a) Designation of medical director. 
Each grantee or contractor shall desig¬ 
nate a medical director who must assume 
responsibility for the administration of 
all medical services performed by the 
program. He must be licensed to practice 
medicine In the jurisdiction in which he 
administers medical services. It will also 
be his responsibility to assure that the 
initial evaluation is properly performed, 
the medical needs of each patient are 
periodically evaluated, and that any 
emergency medical services, when 
needed, are adequately provided. The 
medical director shall also be responsible 
for determining what emergency medical 
equipment and supplies are needed to 
deal with possible overdoses and other 
medical emergencies that might arise 
and to make certain that such equip¬ 
ment and supplies are provided. 

<b) Services to patients (other than 
methadone > receiving prescription med¬ 
ication Each grantee or contractor shall, 
for those patients receiving prescription 
medication through the program, estab¬ 
lish procedures under which consulta¬ 
tion with the medical director or other 
program physician will be provided, at a 
minimum, once in every four week period 
or more frequently depending upon the 
needs of the patient. 

(c) Provision far emergency medical 
services. (1) Each program is required 
to formalize a written agreement with 
a licensed hospital or hospitals in the 
community for the purpose of providing 
emergency, inpatient and ambulatory 
medical services, when needed. 

(2) Medical services which are not di¬ 
rectly related to the provision of drug 
abuse treatment services are not reim¬ 
bursable under Federal contracts or 
grants. To the extent practicable, how¬ 
ever. each program should arrange for 
the provision of such services. 

§ 1102.07 Mental health consultation. 

Each program shall provide, through 
a qualified mental health professional, a 
minimum of five hours per week of men¬ 
tal health consultation for each 100 pa¬ 
tients. The objective of this consultation 
should be to review selected cases and to 
provide assistance to the staff in the 
management of patient services or for 
the purpose of referral for psychiatric 
services. 

g 1102.08 Counseling. 

All counseling services are required to 
be performed by trained personnel under 
the supervision of a qualified profes¬ 
sional, utilizing the individual, family, 
or group counseling technique which 
best meets the needs of the patients. In 
the case of group counseling, the size of 
the group should be left to the discretion 
of the professional under whose super¬ 
vision the group counseling services are 
administered. For outpatient methadone 
and outpatient drug-free programs, a 
minimum of three hours of formalized 
counseling per week shall be made avail¬ 
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able for each patient either by the pro¬ 
gram or by an outside qualified consult¬ 
ant under a contract. For residential 
drug-free, residential methadone, and 
day care drug-free programs, a minimum 
of 10 hours of formalized counseling per 
week shall be made available for each 
patient either by the program or by an 
outside qualified consultant. The hours 
of counseling actually provided should 
vary according to the needs of the 
patient. 

g I 102.00 Provision for *upportivr nerv¬ 
ier*. 

The following supportive services shall 
be provided: 

<a' Educational; 

<b) Vocational counseling and train¬ 
ing; 

<c> Job development and placement; 
and 

(d> Legal services through local li¬ 
censed lawyers to the extent such services 
are related to the patient's treatment. 

To the maximum extent possible, pro¬ 
grams shall utilize community resources 
to provide these services. Copies of any 
agreements for the provision of such 
services shall be furnished to the con¬ 
tracting or awarding authority. If any 
program is unable to obtain any of the 
requisite supportive services, a formal 
request to provide such services directly 
must be made to the project officer for 
the contract or grant award. 

§ 1402.10 Procedure* for urine *urveil- 
lancr. 

The following standards shall be ap¬ 
plied for urine surveillance; 

<a> Procedures. Urine specimens from 
each patient must be collected in a man¬ 
ner that minimizes falsification and on 
a randomly scheduled basis. In programs 
dispensing methadone, urine specimens 
for all patients must be analyzed weekly 
for opiates and monthly for methadone, 
amphetamines, barbiturates, as well as 
other drugs as indicated. For all other 
programs It is recommended that urine 
specimens from all patients be analyzed 
at least monthly for opiates, methadone, 
amphetamines, barbiturates, as well as 
other drugs as Indicated. More frequent 
testing should occur when clinically in¬ 
dicated. 

(b) Compliance with other standards. 
Laboratories used for urine testing shall 
comply with all applicable Federal pro¬ 
ficiency testing and licensing standards 
and all state standards in conformity 
therewith. Laboratories covered by tills 
requirement include any independent, 
clinical, government or program facility 
that offers to perform presumptive anal¬ 
ysis for screening purposes as well as 
definitive qualitative analysis for con¬ 
firmed Identifications. 

(c) Use of urine testing results. Urine 
testing results shall be used as one clin¬ 
ical tool for the purposes of diagnosis, 
and in the determination of patient 
treatment plans. Patient records must 
reflect the manner in which test results 
are utilized, and shall distinguish pre¬ 
sumptive qualitative laboratory results 
from those which are definitive. 


FEDERAL REGISTER, VOL. 40, NO. 102—TUES0AY, MAY 27. 1975 






23066 


RULES AND REGULATIONS 


<d> Use of laboratory analysis. Pro¬ 
gram and medical directors electing to 
rely on the result* of presumptive uri¬ 
nalysis for patient management must 
demonstrate reasonable access to defini¬ 
tive qualitative laboratory analysis for 
use when necessary, e g., criminal justice 
system records, intake urine testing on 
all prospective methadone clients, any 
loss of patient privileges based on uri¬ 
nalysis results, and any frequency of use 
of other drugs not detectable by a screen¬ 
ing method. 

§ 1)02.1) Vocational rrliukilituiioci am! 
employ iiictil program*. 

All patients enrolled In outpatient 
treatment should be encouraged to par¬ 
ticipate In an educational or Job train¬ 
ing program or to obtain gainful employ¬ 
ment as soon as appropriate but not later 
than 120 days from the date of enroll¬ 
ment. In the case of patients enrolled in 
residential programs, such patients 
should be encouraged to participate In 
one of such programs or to obtain gain¬ 
ful employment within sixty days from 
the date of admission. All efforts toward 
either of these objectives and the results 
derived therefrom must be noted in the 
patient’s treatment plan and the notes 
of his progress. IX, for any reason, a pa¬ 
tient Is not encouraged to pursue one of 
these alternatives, the reasons therefore 
also shall be recorded In the patient's 
records. 

§ 1402.12 Patient record ftpkui. 

Each program shall establish a patient 
record system to document and monitor 
patient care. This system shall comply 
with all Federal and State reporting re¬ 
quirements. All records shall be kept con¬ 
fidential in accordance with the applica¬ 
ble regulations (currently 21 CFR, Part 
1401 ; proposed to be Incorporated In 42 
CFR. Part 2; sec 40 FR 20522, May 9, 
1975). 

§ 1402.13 Program hour* for ncnkw. 

(a) General requirements . A reason¬ 
able effort must be made to adjust the 
hours of program operation to meet pa¬ 
tient needs. For outpatient treatment 
programs, consideration should be given 
to the employment hours of patients, 
and. to the extent practicable, clinic op¬ 
erating hours should be scheduled at such 
limes as will accommodate the working 
hours of such patients. Patients who are 
not employed or who are not attending 
school or training programs are expected 
to arrange their schedules In such man¬ 
ner as to receive services at suitable 
times. Where necessary to accommodate 
the needs of patients, the program must 
recognize that the usual 9 a.m. to 5 pjn. 
workday shall not be rigidly adopted for 
outpatient treatment. In many clinics 
with large patient admissions, a 12 hour 
day of operations is frequently necessary’. 

ib) Minimum hours of operation . Hie 
following minimum hours of operation 
shall be maintained; 

(1) Outpatient methadone. Each out¬ 
patient methadone program s h all pro¬ 
vide services seven days each week. Serv¬ 
ices provided on at least five of these 


seven days shall be on the basis of an 
eight hour day provided that, services for 
a minimum of two hours of such eight 
hour day must be scheduled at a time 
other than the regular 9 a.m. to 5 p.m. 
day. Services administered during the 
remaining two days must be scheduled 
for a period of at least four hours each 
day at a time most convenient to the pa¬ 
tients. 

(2) Residential methadone and resi¬ 
dential drug-free. Each residential meth¬ 
adone and residential drug-free program 
shall provide services seven days per 
week, twenty-four hours per day. 

(3) Outpatient drug-free. Each out¬ 
patient drug-free program shall provide 
services at least six days per week. Serv¬ 
ices provided on at least five of these six 
days shall be on the basis of an eight 
hour day provided that a minimum of 
two hours of such eight hour day must 
be scheduled at a time other than the 
regular 9 a.m. to 5 p.m. day. Services 
administered during the remaining 
(sixth) day must be scheduled for a pe¬ 
riod of at least five hours. 

(4) Day care drug-free. Each day care 
drug-free program must provide services 
at least five days per week, ten hours 
per day. Services provided for the re¬ 
maining two days may be so scheduled 
as to accommodate the needs of the pa¬ 
tients. 

(5) Central intake unit . Each central 
intake unit must provide services at least 
five days per week, eight hours per day. 

§ 1402.14 Provision for most*. 

Residential methadone and residential 
drug-free programs shall provide each 
patient a minimum of three meals per 
day. While meals are not required for 
day care drug-free programs, such pro¬ 
grams are encouraged to provide each 
patient one meal dally, if practicable. 

§ 1402.13 Compliance with all Federal 
and Slate regulation*. 

All programs which use methadone for 
detoxification and maintenance treat¬ 
ment must comply with all applicable 
regulations of the Food and Drug Ad¬ 
ministration. as well as other applicable 
Federal and State regulations and direc¬ 
tives. 

§ 1402.16 Exception* to requirement*. 

Exceptions to the requirements set 
forth in this Part 1402 may be requested 
by submitting a request to the Director, 
Division of Community Assistance, Na¬ 
tional Institute on Drug Abuse, 11400 
Rockville Pike, Rockville, Maryland 
20852. The request must fully explain 
and justify the necessity for the excep¬ 
tion. 
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ACTHOirrr: Secs. 210. 221, 222, Drug Abuse 
Office and Treatment Act of 1972 Pub. L. 92- 
253. (21 UB.C. 1120, 1131, and 1132.) 

§ 1403.01 Applicability. 

This part sets forth the criteria to be 
applied by all Federal departments and 
agencies with respect to standards to be 
maintained for drug abuse programs or 
projects (other than research or demon¬ 
stration) funded by them by means of 
grants or contracts awarded or renewed 
after the effective date of this part, for 
the conduct of central intake services, 
whether such services are performed di¬ 
rectly by the recipient of any such grant 
or contract or indirectly through sub¬ 
contracts. grants, or other means in im¬ 
plementation of the recipient's contract 
or grant with the Federal agency or de¬ 
partment supplying the funds. In case 
of a program funded by several sources, 
only one of which source is Federal, the 
standards of treatment set forth In this 
part shall apply to all segments of such 
program which provide the type of serv¬ 
ices to which this part applies. This part, 
however, does not apply to program' 
conducted within or by departments and 
agencies of the Federal Government. 

§ 1403.02 Deli nil ion*. 

(a> Patient. The term “patient" means 
any person who has applied for or been 
given diagnosis or treatment for drug 
abuse at a treatment program or central 
intake unit which administers services to 
which this part applies. 

(b) Program . The term '‘program*’ 
means any drug abuse project or activity 
which administers services to which this 
part applies. 

<c> Central intake unit . The term 
“Central Intake Unit" (CIU) means a 
centralized facility which is responsible 
for the initial screening, evaluation, 
diagnosis and orientation of a patient 
for purposes of referral to an approprlat? 
modality for drug abuse treatment. 

(d) Qualified mental health profes¬ 
sional. The term “qualified mental 
health professional" means a person 
w'ho. by virtue of education, training, or 
experience is capable of assessing the 
psychological and sociological back¬ 
ground of drug abusers to determine the 
treatment plan most appropriate for 
patients In programs to which this part 
applies. 

<e) Treatment and treatment plan. For 
the purposes of this part, the term 
“treatment" Includes Interviewing, coun¬ 
seling. and any other services or activi¬ 
ties carried on for the purpose of. or as 
Incident to, diagnosis, treatment, or rc- 


FEDERAl REGISTER. VOL 40, HO. 102—TUESDAY, MAY 27, 1975 







habilitation with respect to drug abuse 
whether or not conducted by a member 
of the medical profession; and the term 
• treatment plan’* means the mode of 
treatment that is determined appropriate 
to meet the objective needs of the pa¬ 
tient. 

(t) Program and medical director. The 
term “program director" and “medical 
director" shall have the meaning set 
forth in 55 1402.02(c) and 1402.02(d), 
respectively, of Part 1402 of this chapter. 

§ I 103.03 General requirement*. 

The grantee or contractor shall provide 
adequate facilities, material, services, 
and personnel for the operation of a 
central intake facility. The contractor or 
grantee shall establish and operate, or 
shall engage a subcontractor to establish 
and operate, such facilities and provide 
such material, services, and person¬ 
nel as are necessary to render such serv¬ 
ices to drug dependent persons in ac¬ 
cordance with the provisions of this part. 
The Central Intake Unit shall be estab¬ 
lished at such site or sites as shall be 
approved by the awarding authority. The 
unit shall operate under procedures 
which provide (a) criteria for the admis¬ 
sion of patients and for the termination 
of services rendered to them and <b) in¬ 
formal, standardized, initial patient ori¬ 
entation. multiphasic health screening, 
and referral to an appropriate treatment 
modality for new or readmitted patients. 

§ 1103.04 Operation of facilities and 
examination of patient*. 

(а) Hours of operation. Each CIU fa¬ 
cility shall remain open at least eight 
hours each day, five days per week. 
The intake process must proceed expe¬ 
ditiously to avoid discouragement and 
should not exceed a period of two days. 
The facility shall be appropriately fur¬ 
nished to provide the required services 
and shall be maintained in a condition 
consistent with applicable regulations of 
Federal, State and local authorities. 

(b> Examination. At the time of in¬ 
take, an initial personal, medical, and 
drug history shall be obtained and a 
Physical and laboratory examination 
administered by qualified personnel. 
Such examination shall check the pos¬ 
sibility of infectious diseases, pulmonary, 
liver, cardiac abnormalities, dermatolo¬ 
gic sequelae of addiction and possible 
concurrent surgical problems. The lab¬ 
oratory examination shall include; 

(1) Complete blood count and differen¬ 
tial; 

<2> Serological test for syphilis; 

(3) Routine and microscopic urinaly¬ 
sis; 

<4> Urine screening for drugs (toxi¬ 
cology) ; 

<5> Multiphasic chemistry profile; 

(б) Chest x-ray; 

Australian antigen IHbAg testing 
'HAA testing)] as appropriate; 

<8) EKQ and biological tests for preg¬ 
nancy. as appropriate: and 
(9) Pap smear and gonorhea culture, 
as appropriate. 


RULES AND REGULATIONS 

§ 1103.03 Medical unices. 

<a> Designation of medical director. 
Each grantee or contractor shall desig¬ 
nate a medical director who shall assume 
responsibility for the administration of 
all medical services performed by the 
CIU. Such director must be licensed to 
practice medicine in the Jurisdiction in 
which the program Is located. 

<b> Initial evaluation. It will be the 
responsibility of the medical director to 
assure that the initial evaluation is prop¬ 
erly performed and that the appropriate 
needs of each patient are evaluated and 
the type of treatment, if any. prescribed. 
The evaluation shall Include an initial 
diagnostic work up. an identification of 
medical and surgical problems for re¬ 
ferral to other treatment facilities, and 
a periodic review of the patient s records. 
If the patient has a previous medical 
record and it is available, the medical di¬ 
rector should obtain it if possible and In¬ 
clude it with the records sent to the 
treatment center to which the patient 
has been or is being transferred. 

§ 1 103.06 Agreement for emergency 
medical *er% ire*. 

<a> Each program is required to for¬ 
malize a written agreement with a li¬ 
censed hospital or hospitals in the com¬ 
munity for the purpose of providing 
emergency, inpatient and ambulatory 
medical services, when needed. 

(b) Medical services which are not di¬ 
rectly related to the provision of drug 
abuse treatment services are not reim¬ 
bursable under Federal contracts or 
grants. To the extent practicable, how¬ 
ever, each program should arrange for 
the provision of such services. 

§ 1403.07 Pre-ad nti*Mon Interview. 

Programs shall conduct an Interview 
by a mental health professional, or by 
a qualified Intake counselor under the 
supervision of such a professional, of 
each patient or former patient re-ad¬ 
mitted. In the course of the interview, 
the staff shall obtain a complete personal 
history, including information relating 
to the patient’s social, economic, and 
family background, his education and 
vocational achievements, any history of 
past drug abuse and treatment, any rec¬ 
ord of past criminal conduct and any 
other information which is relevant to 
his application and which may be help¬ 
ful in determining an appropriate treat¬ 
ment program. The staff should then dis¬ 
cuss with the patient the various treat¬ 
ment modalities available to him. After 
discussing the availability of these mo¬ 
dalities in the light of the patient's par¬ 
ticular needs (including the results of 
physician’s evaluation), a treatment 
plan should be selected by mutual agree¬ 
ment and an appropriate referral made. 

§ 1 103.08 Patient file. 

The program should maintain a file 
for each drug dependent patient. This 
file should be kept up to date by the 
particular agencies and all transfers to 
other programs and terminations noted. 


23067 

All records shall be held confidential in 
accordance with the Confidentiality 
Regulations set forth in Part 1401 of this 
chapter. 

§ 1103.00 Referral for treatment. 

Upon reaching an agreement as to the 
modality to be applied, the patient 
should be referred to treatment wrlthin 
48 hours and his intake records trans¬ 
ferred to the center administering such 
treatment. 

§ 1403.10 Adoption of procedure* to 

avoid duplication. 

Each program shall adopt such intake 
procedures as will avoid the duplication 
of services by programs receiving patients 
through the central Intake process. 

§ 1403.11 Procedure for urine surveil¬ 
lance. 

Urine specimen shall be obtained by 
CIU from each patient under appropri¬ 
ate supervision. The specimens must be 
analyzed for morphine, methadone, 
cocaine, codeine, amphetamines, bar¬ 
biturates. as well as other drugs if indi¬ 
cated. Laboratories which are used for 
urine testing must comply with appli¬ 
cable Federal proficiency testing and 
licensing standards and all State 
standards in conformity therewith. 

§ 1403.12 Patient recordkeeping. 

Each CIU program shall establish a 
record system for patients processed 
which must be adequate to meet all Fed¬ 
eral and State reporting requirements 
and all patient records shall be main¬ 
tained in accordance with the Confiden¬ 
tiality Regulations (currently set forth 
as Part 1401 of this chapter; proposed to 
be incorporated in 42 CFR Part 2; see 
40 FR 20522, May 9, 1975). 

§ 1403.13 Agreement* between CIU and 
community program*. 

Each CIU program shall establish and 
provide the contracting or awarding 
agency with documentary evidence of 
formal agreements with community 
based drug abuse treatment programs. 
Such documentary evidence shall in¬ 
clude the treatment program's agree¬ 
ment to utilize the CIU for patient in¬ 
take functions. The agreement should 
also provide for the acceptance of only 
those patients who have been processed 
through the CIU. 

g 1 103.1 4 Requirement* to l>e adopted 
in CIU procedure*. 

Each CIU program shall adopt pro¬ 
cedures relating to the following; 

(a) Orientation of patients with par¬ 
ticular instructions on the available 
treatment options and the specific treat¬ 
ment program recommended to meet the 
needs of the patient; 

(b) Consideration and determination 
of the most appropriate method to be 
followed for referral to treatment; 

(c) The negotiation of an agreement 
with the patient covering the terms and 
conditions of referral to treatment; and 
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(d) Subject to approval by Federal 
and State project representatives, estab¬ 
lishment of standards for meeting the 
needs of patients referred to CIU for 
rescreening and for referral to a modal¬ 
ity or program determined to be more 
suitable for their needs. 

§ 1403*15 Compliance with nil Federal 
and Stale regulation*. 

All programs using methadone for de¬ 
toxification and maintenance treatment 
must comply with all regulations of the 
Food and Drug Administration as well as 
all other relevant Federal and State reg¬ 
ulations and directives. 

§ 1403.16 Exception* to requirement*. 

Requests for exceptions to the criteria 
and requirements set forth in this Part 
1403 shall be submitted to the Director. 
Division of Community Assistance, Na¬ 
tional Institute on Drug Abuse, 11400 
Rockville Pike, Rockville, Maryland 
20852, for his consideration and action. 
Each request shall fully explain and Jus¬ 
tify the necessity for the requested 
exception. 
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